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Sean Tunis, MD., M Sc. 162

PANEL PROCEEDI NGS

(The neeting was called to order at 8:35
a.m, Thursday, February 22, 2001.)

M5. CONRAD: Good norning, and wel cone
comm ttee chairperson, nenbers and guests. | am
Const ance Conrad, executive secretary of the
Executive Conmttee of the Medi care Coverage Advi sory
Committee. The conmttee is here today to act upon
t he recommendati ons fromthe Medical and Surgical
Procedures Panel neeting of October 17th and 18th
dealing with electrostinulation for the treatnent of
wounds and sacral nerve stinulation for the treatnent
of urinary incontinence. The commttee will also
di scuss comments received on the March 1st, 2000
I nteri mguidelines designed to provide guidance to
t he MCAC specialty panels for eval uating
effectiveness, and to discuss the future role of the
Executive Commtt ee.

The foll ow ng announcenent addresses
conflict of interest issues associated with this
neeting and is nade part of the record to preclude
even the appearance of inpropriety. To determne if
any conflict exists, the Agency reviewed the
subm tted agenda and all financial interests reported
by panel participants. The conflict of interest

statutes prohibit special governnent enpl oyees from
participating in matters that could affect their or



their enployers' financial interests. The Agency has
determ ned that all nenbers nmay participate in the
matters before the commttee today.

Wth respect to all other participants, we
ask in the interest of fairness that all persons
maki ng statenents or presentations disclose and
current or previous financial involvenent with any
firmwhose products or services they may wish to
comment on. This includes direct financial
i nvestnents, consulting fees, and significant
i nstitutional support.

In view of the nature of this neeting
today, particularly that there nay be three
opportunities for voting, | amgoing to stray from
standard operating procedures and read the required
voting statenent at this tinme. Hopefully this wll
save tine and disruption. Here we go.

For today's committee neeting, voting
menbers present are Robert Brook, Thomas Hol ohan,
Leslie Francis, John Ferguson, Robert Mirray, Al an
Gar ber, M chael Maves, Frank Papat heofani s, Barbara
McNei |, Joe Johnson, and Daisy Alford-Smith. A
guorumis present.

Wth the exception of John Ferguson for
t he sacral nerve stinulation vote, no one has been
recused because of conflicts of interest.

At this tine | would like to turn the
nmeeting over to Sean Tunis, who may have a few words
for you.

DR TUNIS: Well, let's see. The only
words | will have is wel cone, and thanks everybody
for attending. | think we have an inportant agenda

t oday and we al so have sone inpendi ng weat her
situation, so we're going to be trying to nove as
efficiently as we can through the agenda, and we w ||
see how nuch before our estinmated end tine of
four o' clock we can nanage, but we have spoken, Hal
and | have spoken, and we are going to try to
facilitate things as quickly as we can. So with that
in mnd, |let's nove on.

DR. SOX: | would like to wel cone
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everybody to today's neeting of the Executive
Committee. | would like to ask you, Sean, can we
nove ahead faster than the agenda w t hout prejudice
to our obligation to the public to have opportunities
to coment ?

DR TUNIS: | think we can do that, and |
believe the, if there are schedul ed speakers other

than Greg Robb, I'mnot aware of them so as |ong as
Geg is already here, | think we won't be giving any
schedul ed public speaker any sl ot.

DR. SOX: Well, we will do our best to end
early so that people can get on their way quickly.

We have basically three things to do
today. The first is to review and approve two topics
fromthe Medical Surgical Procedures Panel, and Al an
Gar ber, who chairs that panel, will |ead that
di scussion. Then we're going to go over the
nodi fications to the interimguidelines, and | w ||
| ead that discussion. And then finally, if there is
time, we may spend sone tine tal king about the future
role of the Executive Conmttee in |ight of
| egi sl ation that deprived us of the role of actually
approvi ng panel reports.

| would |ike to announce sone changes in
the | eadership of the D agnostic |Inmaging Panel. As
all of you know, David Eddy resigned fromthe panel
because of the pressures of work. Frank
Papat heof anis has taken his place as the chair of
t hat panel, and wel cone, and congratul ati ons, and we
have been fortunate to recruit Barbara McNeil to take
over Frank's position as the vice chair of that
panel .

Barbara is Ridley Watts Prof essor of
Health Care Policy and chair of that departnent at
Harvard Medi cal School and is a pioneer in the study
of diagnostic tests, so we're really delighted,
Bar bara, that you volunteered to take on this
assignnment and we're going to work you hard, | can
guar antee you. Bob?



DR. BROOK: | just have a procedural
guestion. In relationship to the fact that both the
procedures had unani nous votes on themin favor, is
it possible that we could just approve the m nutes
and di spense with di scussion on the subject, unless
there is sonething controversial that needs to be
brought up that is not contained in the brief mnutes
we got of both of these procedures?

DR SOX: Well --

DR. BROOK: Because there was no
di ssenting vote as | see, on either one of the
m nut es.

DR. SOX: | think it's a good suggesti on,
but | think we can achi eve the desired conpression of
our activities today sinply by asking Dr. Garber to
get to the point, and everybody to try to keep their
coments down to a minimnum So thank you for the
suggestion, but I think we will follow procedure and

just ask everybody to pull together. So, anything

el se before we start? The usual | oquaci ous

Dr. Garber. |In that case -- yes. Sean has suggested
that | give you a brief report on yesterday's neeting
of the Medi cal Devices and Prosthetics Panel.

It was a very successful neeting. W were
fortunate to have two experts here just by chance who
actually co-edit the Journal of Anmbul atory Bl ood
Pressure Monitoring, which was the subject, and they
were really very helpful to us. W tried with
intermttent success to try to keep the discussion of
t he evi dence separate froma di scussion of sort of
t he broader clinical issues that fall into the
category of governed by guidelines and by clini cal
judgnment and clinical conmmon sense, we tried to keep
t hose di scussions separate as nuch as possible, and |
t hi nk succeeded pretty well.

We had good presentations fromthe fol ks
who cane here courtesy of Spacel abs, which is the
conpany who had nade the request for a coverage
determ nation. 1In the event we endorsed a notion
submtted by Ron to -- Ron Davis to, that the, to
support the use of anbul atory bl ood pressure



nonitoring in patients with suspected white coat
hypertension, this despite sone significant holes in

t he evidence, but a sense on the part of the group
that there was sonething there that we needed to
endor se.

We considered relatively briefly two ot her
itens. One was the use of anbul atory bl ood pressure
nonitoring for patients with resistant hypertension
and we deci ded the evidence was insufficient to draw
any conclusions, and the sanme, we drew the sane
concl usi on about the use of anbul atory bl ood pressure
nonitoring for evaluating patients who have synptons
of postural hypotension on nedication. Any
guestions?

In that case, let's begin, and I will turn
the floor over to Alan Garber to | ead the discussion
of the ned-surg procedures panel.

DR. GARBER  Thank you, Hal. Can you hear
me? On COctober 17th, we considered electrical
stimul ation as adjunctive therapy for chronic
nonheal i ng wounds. | can summarize by saying we
read, we cane, we discussed, we approved. The only
real discussion in this area, there was a | engthy
ECRI report, which you have all received, | believe.
The only real discussion was about |unping versus
splitting the various indications and the different
devi ces, and the panel concluded that HCFA should

really make, that the decision about whether the
studies applied to all the devices and for all the
I ndi cati ons was one that should be a technical
deci si on made by HCFA, and the panel opted to just
consi der themtogether as a class, that is devices,
as well as the indications.

For some of the indications there was a
real paucity of data, but they thought it was not
worth splitting themup. So that will be left to be
a technical decision to HCFA, and the panel concl uded
t he evidence was effective for this group of
treatnents as a class, and for the group of diagnoses



as a cl ass.

They felt that the treatnent was nore
effective than alternative treatnents. They rejected
sonme suggestions that it be considered to be in one
of the categories that was nore enphatically
positive, and there was just very little disagreenent
anong the panel on any aspect of the discussion. Any
guestions?

DR. SOX: So you -- I'mlooking at the
m nutes here, Al an, and you have to help nme. There's
a final panel recommendati on about the effectiveness
of sacral nerve stinulation, | see, for two
I ndi cati ons?

DR. GARBER No, no, that's the -- sacral
nerve is the second one. W' re talking about
el ectrical stimulation for wound healing now. |'m
sorry, did | m sspeak?

DR. BROOK: No, you did fine.

DR SOX: OCh, | see. W have two sets of
m nut es.

DR. BROOK: | nove that we approve the
first set, if we can do that.

DR. SOX: Wait a mnute, Bob. W first
have to see if there is any public coment, then
we' Il have a discussion, and then we will wel cone
your notion, Bob, thank you. Does anybody w sh to
comment on the first item sacral nerve stimnulation?

DR. GARBER No, this is electrical
stimulation for wound heal i ng.

DR. SOX: For wound healing, is there
anybody here who wi shes to coment? Well, there is
nobody to conment. Wuld anybody like to raise a
di scussion itenf

DR. BERGTHOLD: Just very briefly. Dd it
come up at the panel in what way this is being
covered in the private sector by comrercial carriers
at this tine? Did that cone up at all?

DR GARBER | don't recall that. |It's

possi bl e one of the public speakers m ght have



mentioned it. | just don't -- Connie, do you
remenber, Sean?

M5. CONRAD: |I'msorry, | don't.

DR. BERGTHOLD: M nenory is that this is
covered in a very inconsistent way in the private
sector, and that the coverage guidelines in various

health plans are quite specific on when they wll or
will not cover, just to be sure.

DR. TUNIS: Alan, just to clarify alittle
bit nore, is it possible -- it did seemto ne that

one of the main issues of controversy if any that
came up related to the different sorts of wounds,
different categories of wounds. And you know, ny
under st andi ng or recollection taking away was that

t he panels, the panel's feeling was that nost of the
evi dence upon which they were basing their

concl usions was for one type of wound, | believe it
was the pressure ulcer, but that the feeling was that
one coul d extrapol ate based on that to other types of
wounds, but that we didn't get into a dial ogue about
the issue of do all wounds heal the sane or don't all
wounds heal the sane, and can one sensibly
extrapolate fromone to another. And | think as you
have said, that was sort of then left to be sorted

out within the HCFA coverage process. But, is there
any nore detail you can add on that discussion, or
just confirmthat inpression?

DR. GARBER Sean, | think you stated it
very accurately. There were sone categories |ike, |
think it was the arterial ulcers, where there was
exceedingly little evidence fromthe literature. And
so it canme down to, do you believe that different
types of wounds heal in different nmanners, can one
extrapol ate fromone type to another, and the
testinony and the literature seemto be conpletely
I nconcl usive on that point so it was just a judgnent
call, should you split these apart or should you | unp
themtogether. And | believe the judgnent of the
panel was that in this particular situation, they
felt it was okay to |lunp them together, but they
wanted to | eave quite a bit of discretion as I
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under stood t he discussion, at the hands of HCFA in
interpreting this for specific indications. And it's
as Sean said, that the strongest evidence, and I
think this reflects the high preval ence, that the
strongest evidence was for pressure ul cers.

DR. BROOK: | would just like to put in
the record if we're going to have a discussion, that
t he whol e conclusion of this panel is summarized in

that the evidence is adequate. It doesn't say what
kind of evidence, it doesn't say anything -- the
ulcers are all included as sort of in parentheses.

There is no description of the size of the ulcers,
the patients that it refers to, there is no
I nformati on about how often this procedure should be
done, and all those things that will affect billing
and rei nmbursenent of course, that are vital to
cover age.

| think that at sone point down the road
we need to discuss this. | have been trying to do
this at all the [ast neetings, about what is a
speci fic recommendation that we cone out with here,
but | think that in our role of not m cromanagi ng the

other commttees, | nmean, this whole commttee
neeting is summarized literally in two sentences
which will allow you to, or urges coverage of this

procedure as many tinmes as anybody wants to do it for
any size of an ulcer and for as long as you want to
it as long as it is, quote, chronic nonhealing.

And | would al so understand that the word
chronic is not defined and nonhealing is not defined,
| et al one wound, but it is the conclusion of the
panel .

DR. GARBER  Maybe -- could | just nmake a

brief cooment on that? | think Bob is largely
correct in his characterization, but this was a
del i berate judgnment of the panel that it would not be
appropriate to make it nore specific and in all those
| ssues including size, type -- duration actually was
not di scussed, but the definition of chronic was, and



how old it had to be. Al those things were
di scussed. And the problemis, the literature really
uses fromstudy to study widely varying criteria for
each of these things, and so the panel felt that
there wasn't evidence to nake a specific size cutoff
for the ulcer or to say X nunber of weeks or nonths.
So they were deliberately vague, and |
think it is fair to discuss whether they should have
been nore precise intrying to -- and I would have to
say, if the panel had nade a nore precise
recomrendati on, they woul d have found exceedi ngly
little literature to address an issue that it should
be X mllineters versus Y mllineters for the size of
t he wound, or three nonths versus four nonths, so the
j udgnent of the panel was that it should be broad
gui dance.
And rei nbur senent purposes, they thought
t here were enough techni cal decisions to be nade that
HCFA shoul d have latitude in nmaking this nore

precise, it shouldn't be the role of the panel to do
So.

DR. SOX: So your point is that in making
a recommendati on, the panel should take into account
t he needs of the custoner, which in this case is
HCFA.

DR. BROOK: | would like to just argue
that it's a -- | nean, again, this is a general
di scussion. These are like criteria that you can't
have back surgery unl ess you have six weeks of back
pain in the absence of sonething going on. This is
the formof this kind of a statenent. |If you're a
doctor and you're trying to get coverage for this
kind of procedure for an elderly person, you know,
and the question is, are we letting it up to HCFA to
defi ne what chronic is and nonhealing is, and did
sonebody try anything else, and all of these other
ki nds of things.

In criteria, we have to decide generally
what we're planning on doing. |If you conpare this to
what we did with PET scanning last tinme, you could
argue that this is anal ogous to saying that PET
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scanning ia approved for anything, because this is
much vaguer than sonme of the reconmendations that
came out last tinme about PET scanning. So the |evel

of vagueness of the recommendation, or the |evel of,
t he nunber of words or the generalization of these
criteria are very different depending on the panel.
At sone point in the process we are going to need to
sort sonme of that out, Hal.

DR SOX: | agree.

DR. BROOK: But | don't think it's tinme to
m cromanage the conmttees that work so hard on
comng up with these recommendati ons.

DR. GARBER  Could | just suggest, | think
it's entirely appropriate for the Executive Committee
to make suggestions to the panel about how specific
t hese recommendati ons should be, and if we as a body
feel these are not sufficiently precise, we should
certainly nake a public statenent to that effect.

| have to say though, that the panel |
bel i eve woul d have been inclined to a great deal nore
precision, and their judgnent reflected the state of
the literature, that is, they thought that there
wasn't the evidence to support a nore precise
statenent but there was evidence to support the
general statenent that you see here. And | think
that even with different guidelines, our panel was
quite adamant that they wanted to | unp things
t ogether rather than split them and greater

preci sion woul d not have recei ved support from our
panel, but it's entirely appropriate for us to give
gui dance to suggest greater precision if we think
this is not useful.

DR. SOX: Well, it strikes nme, Bob's
exanple is a nice exanple. W were very specific
about PET scanning and very general here. And that
really, the differences reflect at least to sone
degree negoti ati ons between HCFA and t he panel chair
and vice chair about HCFA s needs, which they have
sone idea about, the specificity that is possible,



given their prelimnary | ook at the evidence. So, it
strikes ne that in the -- there is no general rule
because it will vary as a function of HCFA s needs
and the state of the evidence, but that perhaps the
panel coul d be neki ng sone suggestions to nake sure
t hat those di scussions take place at an early stage
in the devel opnent of the plan for dealing with the
pr obl em

DR. GARBER Yes, Hal, | think that's
right. | would just nention one thing about the
history of this. HCFA did pose nore specific
guestions to the panel and the panel, not HCFA or the
chair or vice chair, voted to lunp together. |I'ma
little hazy on this, but Connie and Sean can correct

me if I'mwong, the panel nbved and approved a
notion to lunp these categories together. It was
quite clear this was the sense of the panel. | don't
know whet her it's what HCFA wanted, but it's
certainly not what HCFA and | had agreed to going

I nto the process.

DR. SOX: W mght want to keep this issue
sort of alive when we get to the discussion of
i nteri mguidelines and perhaps make sone nodest
amendnents that would reflect this discussion. Yes,
Leslie?

DR. FRANCIS: Could I just ask you a
guestion about the procedures? Wen |I |ooked at the
material that was sent to us that | guess was the
material the panel got, it was renarkably
unor gani zed.

DR. GARBER Are you referring to the ECRI
report?

DR. FRANCIS: No, I'mreferring to the --

DR. GARBER  The background readi ngs?

DR. FRANCI S: The background readi ng, and
| guess ny question for you is, did you think that
the materials that you received in preparation for
t he neeting were adequately organi zed, sunmmarized and
presented to the panel in such a way that they could
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do the kind of analysis and di scussion that you
wanted to be able to do? |'masking that just for,
so we can |earn from procedures whether you thought
t hat the processes before the neeting worked or
didn't.

DR. GARBER Leslie, that's a tough one to
answer. This is a fairly |arge heterogenous and not
generally high quality literature. The ECRI report
and di scussion of the ECRI report took a good deal of
our time, and that generated a | ot of discussion.
And | think that basically the panel's concl usions
were not the sane as those of the authors of the ECRI
report based on nore or |ess the sane information
going in. So in sone sense, you could say that the
panel did not feel that the evidence as summari zed in
the ECRI report, which was the main evi dence report
used for this panel, that they didn't entirely agree
wWith the interpretation that the authors had in m nd.

| think that the discussion and the
opportunity to ask questions of the principal author
of the ECRI report was extrenely useful and nmade up
for any deficiencies in the witten materials that
wer e di stri but ed.

DR. MAVES: |If | could just sort of add to
that, | think the materials that we received, and I

have spoken with Conni e and Sean about this,
represented kind of a best conpromise. | think on a
coupl e of occasions before, I think that we felt that
we didn't have AHCPR reports, et cetera, available to
us, we didn't have the public comments avail abl e
ahead of tinme, and so | think some of the noise if
you will in the materials that we received, sinply
are a reflection of HCFA staff trying to present a
nore conpl ete package of information to the
panelists, and as a result of that you're going to
have what seens to be a relatively nore disorgani zed
group of materials to review.

But | would agree with our chair, Al an,
that | think the quality of the discussion, the
del i berations, certainly nade its way through all
t hese papers that you see, and | agree with his
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concl usi ons and the concl usi ons of the panel.

DR. SOX: Sean, do you want to conment on
t his di scussion?

DR TUNIS: Yeah. 1It's sort of an
interesting issue in terns of the organi zati on and
the I evel of synthesis of the material that gets sent
to the panel. You know, we have sone constraints on
t he side of HCFA as, you know, being sensitive about
any issue being raised about the extent to which we

prebi as the panel or the Executive Commttee in terns
of what infornmation we provide, or how we organi ze it
or how we synthesize it for that matter. And you
know, ny own particular feeling is that, you know,

t he Executive Comnmttee and the panel are grown-ups
and they can figure out if we're trying to, you know,
put sonething over on them and so our direction is
to try to, going to be to try to do, you know,

obj ective summaries, identify the higher priority
literature, and still provide everything so that
peopl e have the opportunity to go through it. And
you know, we may be subject to sone criticismof you
know, |eading the panels on if we go too far in that
direction. But | think there is definitely a bal ance
bet ween what you all can possibly digest in a weekend
or a week or an airplane flight for that matter, and
you know, and what is the full spectrum of

i nformati on on any particul ar topic.

DR. GARBER Could | just add one brief
cooment? In terns of |lessons fromthe collection of
literature for general EC or MCAC operations, this
sort of confirnmed the beliefs that |'ve always had
that HCFA's effort has to go into making sure that
t he evidence reports are good, and then being fairly
conplete in the distribution of literature,

supporting literature, and that al nbst never can be
wel | organi zed outside the context of the evidence
report.

And | have to say that although the panel
didn't agree with all the conclusions of the authors



of the evidence report, they found the evidence

report, | dare say, extrenely useful, and so that
aspect should not be taken as a criticismof the
evidence report. It's better to have one whose

concl usions you nay disagree with but which is very
clear in laying out the evidence, than one that you
woul d agree with but is spotty in that regard. So, |
t hought the process actually worked quite well.

DR. SOX: The U. S. Preventive Services
Task Force provides sort of a reader's guide to the
bri efing book that hel ps people to focus on the key
articles, the key sections, and to make their best
use of limted tinme, and | think we ought to be
striving to point out, what are the key articles that
really need to be reviewed, the primary articles upon
whi ch recommendations are likely to turn. Ton?

DR, HOLOHAN: | don't know if this wll
help clarify or not. The VA has the |argest system
of care for spinal cord injury in the world, and
actually initiated sonme of the original training

prograns in spinal cord injury. Decubitus ulcers are
t he single nost common and nost expensive
conplication. All of the 23 spinal cord centers in
t he VA are unenthusiastic about the ultimate efficacy
of electrical stinmulation for healing decubiti but
all of themuse it, restricting it generally to cases
when ot her nore conventional treatnent has fail ed.
The specific exanples given to ne when | called them
were patients who have had plastic surgery and the
pl astic surgeon is unwlling to do a second fl ank
rotation, they will use electrical therapy, and are
mldly to noderately pleased with the benefits.

| should also add with respect to Linda's
comment, there is no financial incentive in the VA
one way or the other to use it or not use it.

DR. SOX: Al an?

DR. GARBER Al right. Tom I think that

is very helpful to know. In interpreting the panel's
recomrendati ons was adjunctive therapy to chronic
nonhealing, and if you -- we were not given the

transcript of the discussion, but chronic nonhealing
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nmeant that it was unresponsive to other conventional
t herapies, so in fact everything that you said about
the VAl think corresponds to the panel's judgnent,

I ncluding the lack of a ot of enthusiasm The panel

concluded it was effective, but nobody was
overwhel med with this being a real breakthrough in
any sense in the treatnent of such wounds.

DR SOX: Wll, I'dlike to nove this in
the direction of a vote. Bob?
DR. BROOK: | would at |east suggest that

next tinme, that given this discussion, that the
recomrendati ons be anplified, because every tinme we
ask a question, the push back fromthe chair is that
this is what we nean, so | would urge that the
recommendation, this kind of a recomendation, it
sounds |ike that three sentences to produce clarity
i n what we voted for should really be sonething |like
three pages in terns of defining the topics, what is
neant by it, the intent of the panel, the rationale,
almost like a legislature intent when a law i s
passed. So | woul d wonder whet her our problemis
that all of this was discussed and dealt with
carefully but that the mnutes are just way too brief
regardi ng the summary, so | would urge that at | east
next tinme we consider a nore detailed set of mnutes
t hat includes definitions and these kinds of things
in that, around those recomendati ons.

DR. SOX: Well of course, our interim
gui del i nes, one of our key principles is that the

panel has to be accountable for the process and the
reasoning that it uses in drawing its concl usions,
and so far we have not held anybody's hands to the
fire. |1 can feel the anbul atory bl ood pressure
nonitoring may be the first exanple where there wll
be a report of the reasoning we went through, as well
as the notion that we finally passed.

DR. BROOK: And the definitions of what it
means. |'mnot so nmuch interested in -- the
reasoning is not, it doesn't have to be the



reasoning, it just has to be expandi ng what these
ternms nmean, you know, so that you know, it could be
some of the reasoning but it really is -- 1'd be even
happy if the terns were defined in nore detail than
what's in the m nutes.

DR. GARBER Wwell, I'll say nea culpa. |
think those are very fair criticisns, and it was the
original intent of the Executive Commttee to provide
for a detailed sunmary, and | agree in view of the
di scussion that this is too short.

DR. SOX: Well, | hereby pledge to nake
t he anbul atory bl ood pressure nonitoring report an
exanpl e.

DR. GARBER  Yeah, do it today while it's
fresh, Hal.

DR. SOX: Right. You know, | just threw
away a lot of ny notes. | thought |I'd seen the | ast
of the problem WIlIl, in any case, is there any nore
di scussi on before we nove to a vote? There being no
nore discussion, |I'Il ask Connie if she will instruct
us in doing the vote so that it sticks.

M5. CONRAD: Thank you. Could we have a
notion to ratify or not the Medical Surgical
Procedures Panel mnutes dealing with el ectri cal
stinmulation for the treatnment of wounds?

DR, HOLOHAN. | nove to ratify.

M5. CONRAD: Second pl ease?

DR. MJRRAY: Second.

DR. SOX: Al in favor? Any opposed?
Anybody abstai ning? The notion passes unani nously.

W will now go on to a discussion of the
second topic.

DR. GARBER Ckay. The second topic was
sacral nerve stinulation for the treatnment of urinary
I nconti nence. And basically, there were a nunber of
good studies, including one really good random zed
controlled clinical trial that in the view of the
panel clearly denonstrated effectiveness for both the
I ndi cations that were on our plate, refractory
urinary urge incontinence and refractory urge



frequency syndrone. And there wasn't very nuch

di scussion on this, and the evidence seens to be
clear-cut, so the panel said that the evidence was
sufficient and they concluded it was nore effective
than alternative treatnents for these two conditions.

DR. SOX: Does anybody in the audi ence
wi sh to comment, nake a presentation? Anybody in the
panel have any questions for Al an or any comrents
about this topic? Bob?

DR. BROOK: Again, it's really interesting
totry toread this. The panel noted that neurol ogic
patients had been excluded, but agreed that's an
appropriate exclusion. Does that nean that in the
recomrendati on, they ought to al so be excluded in
terms of defining refractory urinary urge
i nconti nence and refractory urge frequency. And then
t hey say, the panel indicated that refractory
Il nconti nence was that precise definition be left to
HCFA, yet they voted to support it. It's hard to
know what it was that they -- how could they vote to
support sonething if they didn't know what it is, if
they can't define it? | nean, that's the way these
things read. Now | amsure, again, that this is not
t he case.

And then Alan just ran through and said

there was a good study here and the sense of his
conversation was that it was better than previously,
yet the next sentence says, has not been adequately
eval uated, but invited HCFA to take a | ook at a
forthcomng study. So I'mall for -- again, | don't
think we need to repeat all of this, I'mall for
approvi ng based on the fact that the panel did its
job, but I believe these mnutes are terribly
| nadequate and they will lead to, or they could | ead
t o deci sions regardi ng coverage when the nuances of
t he di scussion are long forgotten, and this is the
only docunent that's relied upon that are totally
| nadequat e for HCFA, so --

DR. SOX: Randel ?

M5. RICHNER: | think when Hal was saying



16 earlier that the panels are supposed to provide a

17 witten report, that should alleviate your concern.
18 | think right now what you're discussing are the

19 content of the mnutes rather than what actually the
20 panel deliberated in whole, and in that witten

21 report that should take care of those concerns.

22 DR. TUNIS: And in the neantinme, we don't
23 really you know, use these mnutes as the sole

24 product of the neetings. W have the entire full

25 transcript of the neetings and in devel opi ng our

1 decision nenpo or coverage neno on this, you know, we
2 go through those mnutes in great detail and that's
3 really where we get our direction from not the --

4 DR. SOX: You nean the transcript?

5 DR. TUNIS: The transcript, sorry. So we
6 have access to the entire witten transcript and

7 that's really what we rely on, not these m nutes.

8 DR. BROOK: This is a very confusing

9 process then, because we get sonething that's

10 inadequate that we go through very rapidly, and then
11 vyou interpret it in sonme way, in a different way than
12 we may have neant given what's witten on paper, that
13 leads to sone danger, and | would urge that the

14 process be -- if sonething could happen -- | know

15 there's time pressures in all this, but if sonething
16 could happen to nmake this docunent good enough t hat
17 we know what we're voting on, really know what we're
18 voting on, and you think that this contains enough of
19 the nmessage that you could defend what you do based
20 upon this docunent, | think that's what's crucial,

21 that you should be able to defend what you do based
22 upon this docunent, because that's why you're

23 convening us, but you can't based on this docunent,
24 you just said you can't, and that, you know, we know
25 what we're voting on. And the answer to both of
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1 those questions right now is no.
2 DR. SOX: Linda?
3 DR. BERGTHOLD: My | point out that this
4 is -- not only do | not vote, but this is the |ast



vote that we're going to take, other than the one
t hat was done yesterday. As an executive conmmttee,
we're not going to be voting on this anynore.

DR. TUNIS: Actually, no, at |east not
until October, which is when the new | aw goes into
ef fect about renoving the ratification function,
unl ess sonet hi ng happens before then, which | don't
think so, but it's not entirely a noot point, it may
be.

And actually, just on that point, and a
| ot of people have stuff to say, | still think, and
we wll talk about this |ater when we tal k about the
future role of the Executive Conmttee, that a nore
content full summary that cones out of the panels
t hat woul d be | ooked at by the Executive Conmttee is
still going to be inportant even when the Executive
Commttee doesn't formally ratify it.

DR. SOX: So, | don't know who cane first,
so I'mjust going to start closer to ne and go
farther. Al an?

DR. GARBER Well, this is sort of a

guestion for Sean. | think Bob's comments are valid
that there needs to be nore detail, and | already
mentioned that with regard to the |ast one that we
di scussed, but it does occur to ne that for sonme of
t hese question, even a three-page docunent won't
answer all of them even if these issues were
di scussed in great detail at the panel neeting. So
t he question for Sean is whether it would be feasible
to distribute the transcripts, maybe el ectronically
so people who didn't want them woul dn't have to print
themall out, so that this would be part of the
docunentation that the Executive Conm ttee has
available. It seens to ne that the transcript in
sonme sense is at |east as valuable as the primary
literature that the Executive Conmttee has received,
and many of these questions are clearly covered in
t he di scussion and therefore would be in the
transcript. Is that sonething that we could do in
the future?

DR. TUNIS: Connie tells nme that actually
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the transcripts are posted on the web, so they are
avai | abl e.

DR. GARBER | think all of these
guestions then are readily answered by even a quick
review of the transcripts, and so it may be good to

just remnd the Executive Conmttee that they should
feel free in preparing for the Executive Committee
neeting to read through the transcripts at the tine
they get the mnutes and the report, in case those do
not answer the questions that they have.

DR. TUNI'S: Just as sonmewhat of a
techni cal issue, but part of the reason actually that
the mnutes, there is not as nuch attention probably
as has needed to go into the content, but part of the
pressure on those is that our clock for making our
coverage decision is linked to when the m nutes get
signed by the chair of the panel or the chair of
MCAC, and so we then have a 60-day tinme clock from
that point of view So, the longer we take to
actually get the m nutes done and approved, you know,
the longer it takes us to nmake our ultimte coverage,
or potentially, and so part of the pressure has been
on that.

But | think what I'm you know, hearing
and we're obviously going to discuss further is you
know, that's a piece of the process that we need to
t hi nk about nore carefully, that Bob has rai sed.

DR. SOX: W will have an opportunity to
revisit this several times during this neeting, so |
woul d like to sort of press toward a vote on this.

M ke? Anybody before we get to Mke? M ke?

DR. MAVES: M only comrent is, | think
Bob does bring up sone inportant points, and ny
concern mght be, Sean, is from HCFA's standpoint, is
t hat sonme precision in the |anguage is actually going
to be beneficial to you in the long term and
certainly as Bob says, when you know, a year or two
has gone by and all of us are not in these positions
again, and the sort of nenory of this has gone by,



certainly could see both on the pro and the con side
of this, an enterprising group of people petitioning

HCFA, using this language if you will against you,
saying listen, this is all you said, you didn't say
any nore, | have refractory urge urinary incontinence

and therefore this treatnent ought to be approved.
So | think in point of fact, it may actually be
hel pful for HCFA in sort of limting those kinds of
extraneous exchanges, you know, based upon sort of
the record that we have right now So | would agree
with Bob and | think the point he brought up, it
m ght actually be very hel pful for the Agency to have
nore precision in the | anguage of the recommendati on
t hat comes out.

DR. SOX: Al an?

DR. GARBER  Just, | want to get back to

two substantive issues that Bob raised about what the
reconmendat i ons neant.

The first was the neurol ogical patients
and ny understandi ng, we had a neurol ogi st on the
panel who was very hel pful in this regard, but ny
understanding is that the neurologic conditions we
wer e di scussing are not commonly understood to be
part of either urinary urge or urge frequency
syndrone, it's a different type of incontinence as
usual ly classified, so that would clearly be excl uded
fromthis recommendation, as | understood it.

But the other issue was what do we nean by
refractory and there was a di scussi on about that, and
it's very simlar to what we were tal king about with
t he wound stinulation. Refractory, the literature
used different definitions of refractory and
sonetines it wasn't well defined, and so we went
round and round on this question of what precise
definition can we give to refractory, and this is
sonet hi ng naybe we shoul d thi nk about as an executive
commttee. |If the literature is unclear about what
refractory is, either it's poorly defined within a
study or it varies a great deal across studies, how
preci se should we attenpt to be, because al nost
certainly if we got very precise, |ike talking about



duration and which prior therapies in any detail, we
woul d be goi ng beyond the literature, that was the

j udgnent of the panel in this case, and deci ded
because it was going to be a sonewhat arbitrary

deci sion, how you define refractory, that that was a
j udgnent that HCFA shoul d make, rather than a

j udgnent the panel shoul d nmake.

And here | think the idea is that the
panel should be entirely evidence based, and that
meant not making a recommendati on nore precise than
they felt they could be based on the literature, but
t he Executive Commttee could easily say no, the
panel shoul d nmake their best judgnent, recognizing
that the literature is inadequate. But this is just
t he way the panel cane down.

DR. SOX: Sonething we di scussed yest erday
I n anbul atory bl ood pressure nonitoring was the
notion of really two votes; one is a vote strictly on
t he evidence and then another vote that takes in --
or the scientific evidence, and then another vote
that took into account the guidelines, what we heard
fromexperts, our own sort of common sense readi ng of
t hings, and that's an approach that we may want to
t hi nk about trying out in other problens. Yes, Bob?

DR. BROOK: | just couldn't follow you,

Alan, and I'mreally sorry about this, but let ne
just indicate ny problens, and again, just put it on
the record. Now, when it says that neurol ogical
patients were excluded, | didn't read that as the
cause of these two problens, but | didn't know

whet her sonebody who had a history of a stroke had
been excluded fromthe primary study, | nean, and
what that actually neans, in other words, and whet her
this recommendati on would apply. | didn't know

whet her when you said to the Medi care popul ati on,
does this apply to both the disabl ed Medicare

popul ation or are we using that as a code word for
peopl e over 65 that are on Medi care because they are
di sabl ed, and does this deal w th people who have



serious, you know, potential disabilities. That's

why I'mraising -- this is not a trivial issue -- why
|"mraising this.

When you tal k about evidence, | really do
not know -- | nean, last tine we had tour de force of

Hal descri bing that evidence collected in one
popul ati on may not be generalizable to another

popul ation. You just flipped that around and said
that if we -- we're going to vote at the highest

| evel, so if there's any difference when we get down
to division, the division being the nmen versus wonen,

or other things, and so this flips the analysis
around which we did at the |ast panel, which Hal ran
at the panel neeting. It just |eads us open to sone
I nconsi stencies that we need to solve. Because |
don't know what it neans that the evidence allows you
to draw effectiveness in the Medicare population. To
me that means that the evidence both neets internal
and external validity criteria, as Hal went through
at the | ast panel neeting. And what you're telling
me in your discussion is that's not true, it nay neet
sone broad kind of evidence but it doesn't neet
evidence for a specific group of patients with a
specific set of conorbidities or conditions. At
| east that's what | heard you say; | may be wong
about that.

| would Iike to make one ot her comment.
Pl ease don't -- | nean, it's inpossible for us to go
t hrough hundreds of pages, whatever it is, of verbal
transm ssions and get a sense of how that was
distilled. | think there is one thing keeping a
record for the public on exactly what everybody said
to everybody about every issue, but | think it's nore
| nportant to have a docunent that's concise, well
witten, that supports the recommendati ons at the
time that the Executive Conmttee | ooks at that

docunent, and | don't think this neets that criteria,
and that's -- so | would |ike us not to have to go
back through the transcripts but we really do need,



at least in nmy opinion, a docunent to do that.

DR. SOX: On that |ast point, Bob, unless
we reverse ourselves during the discussion of the
revised interimaguidelines, you know, it's in there,
and we have to have a process whereby if the chair is
t oo busy, sonebody rem nds the chair that tough |uck,
you' ve got to do it and you' ve got to do it in tine
for people to read it before the neeting, we just --
you know, we had a good idea and we haven't foll owed
t hrough on it, and we need to get a systemin place
so that we do.

DR. GARBER  You know, could I just
di scuss this thing? | have to admt, I'mnot quite
sure what Bob was sayi ng about the internal and
external validity, but let nme just say, the studies
were, the vast mpjority of the patients were
conducted in either elderly or disabled people who
clearly fit within the Medicare beneficiary
popul ation, so that was not really a discussion
topic. Usually we're faced with a situation where
the studies only in part were conducted in a Medicare
popul ation or perhaps not at all. This was a

noni ssue here.

Let nme al so nake one suggestion regarding
the transcripts. Notw thstanding the fact that there
is alot of material in the transcripts for both of
t hese i ssues, the panel deliberations were not that
| engthy, and it would not be an undue burden for
people to look at the transcripts, and I would
strongly suggest that if you have these concerns,
| ook at the transcripts. |'mnot saying there is no
need for a nore detailed report than the m nutes, but
it would take you a lot less tinme to | ook through the
panel deliberations and the m nutes than al nost any
of the other materials, and you can see where these
| ssues are discussed. And again, | have to say that
even with a three-page or any reasonable | ength
report, it would not contain all the questions that
m ght arise, it would not answer all the questions
that mght arise, so it's worthwhile and I do not
bel i eve unduly burdensone to | ook through the
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transcripts, at least for the part of panel
del i berati ons.

And there is also interesting material in
the public commentary but if you want to understand
t he panel's reasoning and restrict your attention to

panel deliberations, you will find that it won't take
t hat | ong.

DR. SOX: Thank you. |Is there any nore
di scussion on the topic of nerve stinulation for
i nconti nence before we nove to a vote? If there is
none, then | will ask for a notion to ratify the ned
surge panel s recomendati on.

DR MJRRAY: So nove.

DR. FRANCI S: Second.

DR. SOX: Any further discussion before we
take a vote? There being none, please raise your

hand if you vote to ratify. Anybody opposed?
Anybody abst ai ni ng?

M5. CONRAD: John Ferguson, | believe.

DR. FERGUSON. | recused nyself from
voting for the record, because | was a consultant to
Medtronic on this issue.

DR. SOX: Thank you. Let the record show
that Dr. Ferguson recused hinself because of a
relationship with one of the manufacturers. Thank
you, John. Well, | think that conpletes the first of
our tasks.

THE REPORTER. | don't believe you put the
results of the vote on record.

DR. SOX: OCh, thank you. The vote with
t he exception of the abstention, the vote was

unani nous. Thank you. Sorry.

Wel |, the next agenda itemis the interim
guidelines and just a brief bit of history, we
originally formul ated guidelines for the function of
t he panels, and these were published by HCFA |
believe in February of |ast year.

After the first -- we then got comments on
t hose froma nunber of sources and found oursel ves



after using those procedures to have sone suggestions
about how to inprove them and so the nethods working
group which | chaired nade a listing of all of the
comrents that we heard and then basically went

t hrough them one by one deci di ng whet her we agreed

wi th a change or whether we di sagreed with a change.
And based on that sort of consensus process, | edited
the original interimguidelines to reflect a

di scussi on of the working group. And the changes are
all in bold face.

In addition, we incorporated with sone
relatively small nodifications the witten guidelines
for evaluation of diagnostic tests, which this panel
used in its consideration of the various applications
of PET scanning, so that -- and that's of course
sonmet hi ng you have seen before and you have used
before. So that's the background, and what | woul d

| i ke to suggest is that we just plow through this
t hi ng page by page, and if there are changes to ne
made to discuss them and in corporate them one by
one, and then vote on the entire docunent, unless we
run into a really controversial item in which case
we mght take at |east a straw vote on the spot.

| remind you that the work group has
really spend a fair anount of time on this, and I
bel i eve that what we've got here reflects the w shes
of the work group, although I did not hear from
everybody after sending out the revision that | nade.
So, sone people got back to ne with coments and sone
people didn't, and so it does not necessarily reflect
unani nous views of the work group. But the point is,
it has taken a | ot of work to get to this point and I
urge you to take that into account as you nake
suggesti ons.

Wth that as a start, | think we'll just
pl ow through it. Everybody's got a copy? Randel?
M5. RICHNER. Well, 1've spent -- | wasn't

able to get back with you after your |ast revision

because of work comm tnents | ast week. However, in
the last two days | have spent a consi derabl e anpunt
of time diagramm ng the entire guideline fromstart



to finish, so | have done all that and I have it up

on a Powerpoint slide, and | think it may facilitate
sonme of the dial og because it actually lays out all
of the steps along the way, and |'ve done it in a
broad way and then also in a nore detail ed way.

So, if you would allow ne to have a few
m nutes to just show you and see if that's useful, |
woul d i ke to put that up.

DR. SOX: Terrific, doit. So Randel, are
you proposing to sort of go through this inits
entirety and then we can kind of circle back and
grind through it?

M5. RICHNER: Right, exactly (inaudible).

DR. BROOK: Can | ask a procedure
guestion? | nean, everyone has had this docunent in
front of them Before we spend tine |ooking at this,
is it worthwhile to get a sense of whether anyone on
t he panel has problens with this docunent?

M5. RICHNER. | do.

DR. BROOK: Besides you. | nean, this has
been vetted by -- besides you at this nonent, and
we'll listen, but the question is, is there anyone
el se that has problens with any piece of this
docunent ?

DR. SOX: | think it's very reasonable to
get an over, sort of a sense of where the group is

with respect to the docunent before we head into it,
if only to allow us to budget tinme. So maybe what
"Il do while Randel is getting set up is just start
over with Leslie and work our way forward, and people
can just kind of in three or four sentences where you
are and if there's sone specific area you m ght want
to note it so we can -- but we won't try to solve
probl ens now, we're just getting an overview.
Leslie?

DR. FRANCIS: Well, | nean in general |
| i ke the structure and content. There are sone
little questions all the way along the way. Probably
t he bi ggest one is the | ast paragraph before external



validity on page 4, which I just didn't, | thought
was internally inconsistent.

DR. SOX: Ckay. Bob, what's the big
picture here, a three-sentence response? Bob Mirray,
do you have a comment about just sort of a general
take on it?

DR. MJURRAY: [|I'msorry, too many Bobs on
the commttee. | found it useful. | did not feel
that every word had to be foll owed slavishly, and

found as an overall docunent, giving guidance to the
process, | found it very useful and have no
obj ecti on.

DR. SOX: John, your comments.

DR. FERGUSON: No, | think it's a good
wor ki ng docunent and | think the fact that you added
a C on page 5, when the evidence is insufficient, as
a kind of a way to | ook at things as you nenti oned
wi th your anbul atory bl ood pressure, that possibly
there was two things, you | ooked specifically at the
studi es and then second, all the other sorts of
things, and | believe that's very good. And | think,
|"mglad that this part was added so there was not a
bl ack and white yes or no at the very begi nning that
woul d sort of stop discussion.

DR. SOX: Good. M ke?

DR. MAVES: | would agree with those
comrent, and | would al so agree that the section on
pages 5 and 6 that goes on is very helpful in terns
of capturing sonme of the information that has been
presented by the public or by other independent
i nvestigators, and allows us to incorporate that into
deli berations. So, | amconfortable with it and am
| npressed with your efforts.

DR. SOX: Good. Randel, do you want to
gi ve your big picture as part of your run-through?

M5. RI CHNER  Yes.

DR, SOX: Ckay, good. Frank?

DR. PAPATHEOFANI'S: |1've been a part of
t he working group and | have seen the progress nade



along the way and | think you have incorporated the
comrents and suggestions received froma w de variety

of folks very effectively. | have no criticism

DR. SOX: Daisy?

DR. ALFORD-SM TH. | have no concern about
t he docunent itself. However, | think there needs to

be sonme consideration in sone way given to sone of

t he ot her aspects that are inherent to this overall
process. And inasnuch as we are asked to provide
advi ce on scientific and clinical questions regarding
coverage, | think that we also need to at | east state
our recognition in reference to the accountability
that we need to insure not only to HCFA but also to

t he general public.

And | state that based upon the issue of
timeliness as one, which | think is extrenely
critical. And then the other, based upon the
recognition that we are a public entity, that has a
need to not only provide advice in this one
particul ar area regardi ng coverage, but also in an
attenpt to be responsive to other needs as well.

DR. SOX: Well, | urge you to be thinking
about specific language. This is our chance to

| ncorporate change and to vote on it. Bob?

DR BROCK: | pass.

DR. McNEIL: | haven't had a chance to
read this since I'mnewto the Commttee, but I
t hought it was an extraordinary job and | have a few
little parenthetical comments to nake here and there,
but just coming in fromthe outside on this, I think
it's very difficult to wite a docunent |ike this,
because sone people don't want a good docunent and |
think this is a very very good docunent, and as |
said, there are a couple of |little parenthetical
things that I will talk about when we get to the
speci fi ¢ pages.

DR. GARBER Al an, do you want to say
anyt hing? Tonf

DR, HOLOHAN: | think in general it's an
excel | ent docunent. | thought the earlier versions
were good, | think this is better.
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DR. SOX: Linda?

DR. BERGTHOLD: | agree. | do want to say
sonet hi ng about naking the process and the tine |ines
kind of clearer, which is sonething that | think
Randel may be addressing, | don't know, but | had a
hard tinme sort of determ ning how long this would
t ake and how we woul d know, you know, whether

sonmet hing was proceeding in a tinely manner, and al so
was a little bit concerned, unclear about the
different |evels of expert review | got confused
towards the end about evidence reports versus peer
revi ew versus expert review and what the role of the
EC was in ternms of choosing expert reviewers
vis-a-vis the panel, so if we could clear up that

part of the process, that would nmake it nuch better
for ne.

DR SOX: Joe?

DR. JOHNSON. As far as guidelines and a
dynam ¢ docunent, | have no problens with it. |
think that the conmttee has done an outstanding job
on synthesis with the comments and especially with
t he evidence and the insufficient evidence on page 5,

6 and 7, | like the changes.

DR. SOX: The floor is yours, Randel.

M5. RICHNER: | think I second the opinion
of the Committee that the work in progress has been
phenonenal and overall | think it's an excell ent
docunent, but there are sone issues where | think
that we could inprove it, so that's all I'm
suggesti ng here.

So, the positive fromny perspective is
that this second bullet in particular is very

| nportant, to submt non-peer reviewed evidence and
policy positions. There are place holders for that
in these guidelines, as well as, the public now has a
defined place to actually provide input. Ckay, it's
not noving. There we go.

The negatives, | would say that the timng
remains unclear. |Is there a portable mke? That the



timngs remain unclear, there are too many review
steps with no defined process for product of the
reviews. And the term nal | oop syndrone which, |
couldn't think of another way to describe that, where
there is a potential for a decision to be revi ewed
whi ch may cause nonths or years of del ays dependi ng
upon how we define it, when there is inadequate
evidence. And so, those were sone of ny primry
concer ns.

DR. SOX: Randel, | wonder, could we just
spend a mnute trying to dissect out your comrents
and nake sure we understand them exact!|y?

M5. RICHNER: Yeah. [|I'mgoing to go to
the diagramin just a second, and | think that wll
help a | ot.

DR. SOX: Ckay.

M5. RICHNER. Okay? So let nme just go
right to that. Al right. So this is the diagram

broadly of the guidelines, and essentially what
happens is HCFA assigns a panel a topic and arranges
for a contractor. That neans ECRI or whonever you're
going to send out for the evidence report. Then
there is a production of an evidence report, which is
step two. Then there is an external review of the
evi dence report, and then there is a panel review of
t he evidence report. Then there is the panel

neeting. Then there's the panel report, which is
what we were discussing earlier, Bob. And then HCFA
receives the panel report. That's broadly what these
gui del i nes say, | believe.

So in dissecting this and going step by
step, the first think is, HCFA assigns Panel A the
panel a topic and arranges to contract review.
There's no timng. HCFA chooses the contractor to
conduct the evidence review of the topic, which
happens al ong t he way.

The next thing that happens is the panel
chair, and this is in the guidelines, assigns two
panel nenbers to work with contractor group as
contact experts. That's what we've added, the
subcomm ttee has added this step, which neans that



we, the panel nenbers choose content experts to work
with the contractor.

Ckay, next step. This is the step that |
think is the nost inportant for us, and yet it's the
| east detailed in the interimguidelines. The key
guestions are drafted by HCFA, the panel chair and
the vice chair, and we all know that those questions
that are formed are critical to the success of the
ultimte process. So the draft questions are posted
on the Internet, which I think is great.

DR. BROOK: So far, you're just informng
us what's there.

M5. RICHNER R ght.

DR. BROOK: Wat |I'minterested in know ng
is -- but you did nake a critical comment about 2. A
You want us to be nore specific there, is that your
concern? Because up to now, there is nothing about
the report that bothers you, if |'m understanding
you.

M5. RICHNER: No, that's right.

DR. BROOK: So under 2.A --

M5. RICHNER: Everything is fine up
until --

DR. BROOK: Except you want us to be nore
specific there in the report?

M5. RICHNER: No, | didn't say that.

DR. BROOK: So up through 2. A, we're fine.

M5. RICHNER R ght.

DR. BROOK: So we're still okay.

M5. RICHNER:. W're still cooking,
everything is still fine.

DR. BROOK: | just can't under -- we're
still cooking.

M5. RICHNER. Were | have a problem or
not a problem but where I think we can inprove is on
2.Cand 2.Dmand this is witten in the guidelines.
The draft questions are posted on the Internet, which

is great. That allows the public and all ows everyone
to sort of comment on what questions are being posed.



| f you renenber correctly when we did PFS, the pelvic
floor stimulation, there was a real serious debate
about whet her the questions were formed correctly for
the panel, so this is an inportant point.

So 2.Cis the contractor contact
i nformation is provided to the public. This is what
we've witten in the guideline, so that we know if
ECRI is going to be doing the evidence report, we
know if Blue Cross is going to be doing it, or
whoever the contractor is that HCFA chooses.

The other point is that we have al so
al lowed in our guidelines to have incorporation of
public comment at this point, but we haven't defined

what that neans yet either. |If a manufacturer, for

I nstance, has clinical data, if a society, a nedical
soci ety or whonever has additional information that
shoul d be part of the evidence report, howis that
provided? |Is it provided through HCFA or is it
provided directly to the contractor. These are just
smal| steps that we can inprove in terns of how are w
going to get information to the people who are
preparing the evidence report.

DR. SOX: So, could we stop here and tal k
about this?

M5. RICHNER  Sure.

DR. SOX: To see if we want to do this.
So one of your proposals if |I understand it correctly
I s that when you post the key questions, you woul d
have the nanme of sonme contact person at the
contractor; is that correct?

M5. RRCHNER:. Right. | think that's what
we described in the guidelines.

DR. BERGTHOLD: No, actually we discussed
this on the phone. | really feel strongly that the
comments should conme to HCFA and not the contractor.
| don't think the contractor should be besieged with
i ndustry sort of comrents and trying to sift through
them | think that should be organi zed and funnel ed

t hrough HCFA to the contractor that was -- so |'d



| i ke to discuss that.

DR. SOX: Ckay, good. So we have an item
that we can discuss. So we're going to get a barrage
of comrents posted, comng by what, e-mail, to
somebody. And what do you think is going to happen
when all these cone in? Wat's your vision of what
wi | | happen, what woul d HCFA do?

DR. BERGTHOLD: That's a good question. |
guess - -

DR, BROOK: Well, Linda, |I'mjust curious.
|f a contractor has been picked to search through
evi dence, what's your concern about, as |long as the
contractor is getting paid to do this?

DR. BERGTHOLD: | guess it's nore of a
public accountability. | guess it would be how woul d
-- let's say take froma consuner point of view, not
an industry point of view, the industry is supplying
the contractor with lots of new evidence studi es but
it's not posted anywhere, it's all going directly to

the contractor. | belong let's say to sone, you
know, consunmer advocacy organi zation, | want to
advocate either for or against, | don't have any

access to this information. As long as it goes
t hrough HCFA, at | east gets organi zed, posted, is

publicly avail able, then everyone can see sort of
what's going to the contractor.

You know, | have an inmage of sort of an
i ndustry rep calling the contractor --

DR. BROOK: So it's not where it goes,
it's that it's posted at the sane tine that you're
concerned about. If we could work out a mechani sm
where it went to the contractor to be included in
their review process as part of the report and at the
sanme tine that that happens it's posted on the web,
you woul d be happy with that?

DR. BERGTHOLD: | think so, as long as for
exanpl e, the contractor's not getting tel ephone calls
from you know, political representatives or industry
peopl e | obbying themto approve or do sonething one
way. |If | were ECRI, | would not want to be in a
position of getting tons of calls, | would want HCFA



00061

Ok, wWNPE

to manage that, so that's ny point.

DR. SOX: But on the other hand, if HCFA
manages it, that's also a problemfromthe standpoint
of industry who nay fear that HCFA will manage it in
a way that's disadvantageous to industry. And that's
why Bob's suggestion of having two parallel tracks --

DR, HOLOHAN. | don't think Linda really
neant to use the word manage.

DR. BERGTHOLD: No, | neant organi ze.

DR. BROOK: Collate, collect.

DR. BERGTHOLD: Good.

DR. SOX: Al an.

DR. GARBER  Just a couple of points.
First, | think that there is no drawback in having

i ndustry directly contact the contractor. The
contractor is grown up and they should be able to
separate the wheat fromthe chaff thenselves, and I
think it could give the wong appearance if HCFA were
I ndeed managi ng that process. Although as a
contractor, | can see there would be sone advant ages,
| think it's nore inportant to the contractors to
have access to all the information.

Wth regard to publishing the data or
making it publicly available, I think this
il lustrates the danger of us trying to be too
detai | ed about what should be done. Let nme describe
a conmmon situation. Industry has access to a study
that is under review or will be published. This
information is clearly relevant to the decision
maki ng process and any reasonabl e contractor woul d
want to have it available. At the sane tine for
reasons of journal publication and possibly
proprietary issues, they could not make it publicly

avai l abl e at that tine.

Now to nme, the key feature has to be if
this data will always be proprietary and in sone
sense confidential, it should probably not play a
role in our process. But this is a case where it
wi |l becone publicly available at sone point. It's a



di sservice to the contractor to not nmake it avail able
to them It's a disservice to the process as well, |
m ght add. And yet, that's what woul d happen if we
required posting it. So | knowthis is not a
situation that Linda is likely to have consi dered,

but having been involved in the Blue Cross/Blue

Shi el d process for many years, | know that this cones
up reasonably frequently, and we all want to know
what those studies show.

M5. RICHNER:. W had this discussion in ny
clinical group about this particular step because of
the proprietary information that we provide to the
FDA and | said well, perhaps in the coverage process,
this will also be an issue, where we want to provide
proprietary information. So | think in nost
ci rcunst ances what we woul d have to do is assune that
the information will be publicly avail able and know
that, and woul d probably be Iimted not to provide
proprietary information to an ECRI or whatever as

part of this.

DR. GARBER Right. | think it has to be
avail able to the public at the tinme that the panel
begins its deliberations.

M5. RICHNER. Right, exactly. But it
doesn't necessarily have to be public. It can be,
you know - -

DR. BROOK: It has to.

M5. RICHNER: It does not have to be
publ i shed i nfornmation.

DR. BROOK: | believe that if we're taking
public testinony from people and everything we do is
in the public, we can't even have conversati ons anong
ourselves that are not in the public forum --

M5. RICHNER: No, | didn't say public; |
sai d publi shed.

DR. BROOK: Oh, | agree. So, is there a
di sagreenent that -- would everyone agree that we
could solve this problemby, the information goes to
the contractor but at the sane tine that the
i nformation is sent, gets to the contractor, via a
web site or sonething, that it's posted and the
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information is immediately sent to the contractor but
it's up on a publicly accessible web site of everyone
that's --

DR. GARBER No, that's the situation |
was describing where it mght be available at the
panel neets. The contractor begins substantially
earlier, so |l would just |like to anend the earlier
proposal to say that it has to be publicly available
by the tinme the panel neets, but | would not inpose
publicly available at the tine the contractor gets
it.

M5. RICHNER. Okay, | think that sounds
reasonable. And we al so discussed that there would
be an appendix in the report, the evidence report,
that would include all of the information simlar to
what we received in that massive vol une.

DR. BROOK: Can | just -- you're trying to
protect sonething, Alan, and | don't understand what
you're trying to protect. Are you trying to protect
-- | believe that an industry rep would want to get
this stuff out immediately.

DR. GARBER  No.

DR. BROOK: Well, what's the circunstances
t hey woul dn't?

DR. GARBER Wl |, sone of the best
studies are in press or under review at ngjor
journals, and it's the enbargo policy that prevents
t hem from nmaki ng them public.

DR. BROOK: Well, studies, if this is the
academ c i ssue of academ c publication problem
again, raising its hand and its effect on public
policy, we could discuss nedical editors at sone
other tinme, but the bottomline is that consuners --

DR. SOX: Ch no, we won't.

DR. BROOK: Well, the journal editors as
far as | know now have agreed that if you are asked
to testify in front of a state |egislature where this
information is being used for a legitimate public
process, that that is not considered prior approval,



| nmean that does not result in thempulling the
article fromthe journal. So |I would cone back and
use that statenent, that this is a public process, it
happens to be an executive one, and if this evidence
Is going to be included in the contractor's report,
it needs to go to consuners at that sane tine.

If it's not going to be included and j ust
be presented at the |last nonent at the neeting, so be
it. W have a lot of last nonent stuff that's
i ncl uded, but my understanding fromdirect
comruni cation with sonme of the najor journal editors
is that if this is a |egislative process or an
executive process, that testinony and this kind of
stuff, that that information can be disclosed, and

even if it's picked up by the press, it wll not be
consi dered prior publication.

DR. GARBER Well, Bob, if it happens to
be true that you can post this in its entirety
wi t hout violating the enbargo, | don't have a
problem However, the contractor wll need the
conpl ete manuscript in virtually every case, and ny
understanding is that in nost of these public
settings, it is not nearly as conplete as the full
manuscri pt.

I f we could get enough of a clear signal
fromthe journal editors that would satisfy the
aut hors of these papers -- it's not just what's
reality, it's what their perception is about whether
this would affect publication, there's no problem
but I think, | know that authors believe that this
woul d vi ol ate t he enbar go.

DR, BROOK: But that's their right. |
believe this is an open public process and our first
priority is not to the academ c nedi cal journals,
it'"s to the public, and therefore, any evidence that
wants to be considered in this process, the public
needs to see it at the sane tine that the contractor
Is seeing it, and that if people want to do it at a
| ater time, that's their business. But the bottom
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line is, this is a public process, and we all agreed
and signed on to this as a public process, so |I'm not
willing to say that, you know, for three nonths or
four nonths or six nonths that are going to -- you
know, that the contractor, if they want to look at it
fully and include it in the evidence report, |
believe it needs to be available to the consuners.

DR. GARBER Well, Bob, | guess | really
disagree. | think this is a public process and it's
| nportant to preserve the public process, and | don't
t hi nk we shoul d have the contractors shoot thensel ves
in the foot in order to nake this data publicly
avai | abl e sonewhat earlier. |If this in any way
di m ni shes the anmount of information the contractors
have available in order to carry out their
responsibilities, we will harmthis process, we wll
not be providing a benefit to the public if nobody
gets this information until the articles are actually
publ i shed in the journals.

DR, SOX: Wuldn't it be reasonable to --
| nmean, | think I'mhearing Bob say that when you
send a manuscript to the contractor, effectively you
shoul d post it on the web site so it's publicly
available in full. And | guess you' d have to ask
yourself, what is really the purpose of doing that

and certainly one the purposes of doing that is to
make sure that people whose interests are at stake
don't get surprised at the last m nute when you
actually get into a forumwhere we end up with a vote
that could be adverse to their interest. And so, if
that's a correct statenent of the purpose of public
avai l ability, then having the evidence report on the
web site ten days or so before a panel neeting seens
to me to give adequate notice so that people don't
come in surprised and get to an unfair advantage.
Let's see, we're -- so, | guess |I'm
proposi ng that for manuscripts that are unpublished,
t hat they need not be published on the web in advance
of the neeting. As Alan said, that may deprive us of
| nportant information that could be prejudicial to
sonebody' s interest.
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M5. RICHNER: There's probably a
conprom se to this in sonme respects. If it's a
publication of clinical trial results for instance,
there may be a way to work with the manufacturer and
the authors to provide the data w thout the

interpretative results of a publication perhaps. |
don't know. | nean, there may be sone ot her
alternatives.

DR. SOX: Ckay. Now we're going to stay
with this issue and we'll just start with Leslie, who
has been waiting a long tinme to coment, and see if
we can't get to consensus.

DR. FRANCIS: Well, | actually wanted to
rai se anot her issue about stuff getting into the
pi cture.

DR. SOX: Let's stay with this one first.

DR. FRANCIS: W'Il finish this one first.

DR. SOX: John.

DR. FERGUSON: This has been an ol d issue
at the consensus programat the N H whether authors
giving information on a public forumthat hadn't been
published yet, and | think it needs to be handl ed on
a case by case basis. There were very few tines that
an aut hor refused to nmake sonething in paper
avai |l abl e that they presented to the body because
they were afraid of publication, and nost of the tine
charts and basic data could be given to the
contractor or however you want to nmanage that, but |
think that nost of the tinme that data can be useful,
and obviously it hasn't been interpreted as you say,
it hasn't gone through a final revision for a
publication paper, so | think that this can be done,
and there's an old history of it at the NIH in their
consensus program

And the second thing | would like to say
is that | would |like Randel's diagram | hope to be
avai l able to the panel, because it's a very nice way
to discuss all these things.

M5. RICHNER: Thank you. It was a |ot of



wor K.

DR. SOX: Ckay. Oher coments?

DR. McNEIL: Actually, | agree with Alan's
position on this. | think if we were to withhold
data fromthe contractor because investigators
perceived that their article mght not be published,
or worse still, if they thought that it could be
copied, that in many situations, it's pretty easy to
qui ckly ranp up and do a copycat study, | think that
there is a real issue of not getting data to the
contractor. So I think your proposal of putting it
on the web or sone place ten days before, whenever,
is fine, but | don't think it needs to be published
at the time the contractor gets the information. |
think that will do a disfavor.

DR. SOX: Ckay. So I'mjust going to
summari ze what | think are the key points here and
we'll see if we can get to consensus. People who
want to have information that's unpublished be
i ncorporated or considered for incorporation into the

evidence report wll send that information to the
contractor and send it to HCFA. HCFA will publish it
on the web with the exception of manuscripts that are
under review or in press. However, we do expect
aut hors of such manuscripts to nake the full
manuscri pt available to the contractor so they have
all the information necessary to draw a judgnent
about the rel evance of the research report to the
evi dence report.

DR. BROOK: Can | ask a question, Hal?

DR. SOX: Wait a mnute, let nme finish.

DR. BROOK: Let ne just understand, how
does this work? Let's say |'ve done the only
random zed trial of the stuff that's comng in front
of this conmttee. Al the relative literature is
ridicul ous conpared to this one trial, funded by a
manuf acturer, in peer review, and it's part of the
contractor's report, and he says all the other
evidence i s neani ngl ess. Cones to the panel neeting
and it still hasn't got rejected from JAMA, and now
what? And we're trying to -- they're trying to nake
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a di scussi on.

M5. RRCHNER: | |ike John's idea of case
by case.

DR. BROOK: |I'mgiving a case.

DR. SOX: Wwell, | think he's right, Bob.

| think this is an issue that needs to be taken up
with the panel chair and with the chair of the
Executive Commttee, and work through it on a case by
case basis and the best that we can we do is |ay out
sonme general guidelines. And what |1'd |like to do,
because | really want to --

DR. BROOK: | want to know what our
general guidelines are going to be. Let's say the
panel chair says that's right, we're going to -- we
can't share the full manuscript with you, |'ve seen
it, two people have seen it, based on this, we're
going to approve this.

DR. SOX: Yes, Al an?

DR. GARBER | agree it needs to be done
on a case by case basis, but |let nme say what approach
| believe we should take in the case that Bob rai ses,
and that is, at the tine the contractor begins the
report, we get a commtnent fromthe authors, because
t he panel dates are set well in advance, that it can
be nade public at the tine. |If the answer is no, or
it's got a lot of contingencies that we cannot
necessarily guarantee will be net, then it will not
be consi dered, and HCFA m ght decide well, we wll
defer consideration of this issue, or they m ght

decide to go ahead. But it's very sinple. W get a
commtnent that it can be rel eased publicly, say ten
days ahead of the panel neeting and if they say no,
t hen the contractor may choose not to consider that
i nf or mati on.
M5. RICHNER: That seens reasonable to ne.
DR. SOX: My or shouldn't? | nean, if it
can't be available for discussion at the public
forum it should not be incorporated into the
evi dence report, seens to ne.



DR. GARBER  Yeah, that's probably right.

M5. RICHNER: Anot her issue here. There
were very fewtimng outlines, but this was one of
the tinme lines. It said posted for only one week and
| don't think that's actually, | have to say, | don't
think that's enough tine right there. | think we
need a little nore tine for, you know, once the
guestions are posted and the contractor information
I s avail able, getting information to the contractor
shoul d be | onger than a one-week tine frane.

DR. BROOK: Could I just go back to this?
Li nda, are you okay with your consuners not getting
this information until ten days -- that the
contractor has this information earlier than the
consuner s?

DR. BERGTHOLD: |I'm feeling unconfortable
about it. | don't know. I|I'mtrying to think about
what other kinds of things, | nean, it takes consuner
organi zations a |l ot |onger sonetinmes to nobilize and
react. | would actually like to have sonme reaction
about that. |If the industry knows about this and the
contractor knows about this, but the so-called public
doesn't know about this until ten days, | am
unconfortabl e about that, but | don't know what to do
about it other than it would be, it would go to HCFA
and sonet hi ng woul d be posted as to what was being
sent to the contractor so that people could ask for
t hat i nformation.

| also would just like to ask the group to
react to, are there other kinds of information and
| obbyi ng activities, for exanple, quasi-clinical,
guasi -political |obbying that mght go on to a

contractor during this proses? | don't know, you
know, for exanple -- | guess Wade i s gone.

DR, SOX: Linda, I'mgoing to ask you to
hold that idea, because | want to get through this
busi ness of dealing with unpublished manuscripts and
get the yes on that, if possible.

DR. BERGTHOLD: Ckay. That may be
Leslie's other issue too. Ckay.



DR. SOX: So basically you're saying
you' re unconfortable with consunmer groups having a
relatively limted tine to nobilize, but that
maybe -- in a way it's the issue of conpeting public
good, is it nore inportant to have access to a
potentially inportant manuscript to shape the
evi dence report, but that may cone at the expense of
sonme nobilization time, for public good, so | think
we have to forma judgnent about that.

DR. BERGTHOLD: It gives a huge advant age
to industry, which has an advantage already. They
have advantage in terns of noney and | obbyi ng
organi zations and so forth. They wll know about
t hese reports presumably, before --

M5. RICHNER: (I naudi bl e) advantage or
di sadvantage. | nean, what we're tal king about
essentially is whether or not there's going to be
clinical data to support a technol ogy avail abl e at
the time of a report. Now the possibility would be
that we, you know, if we have a consuner group such
as a fenmal e incontinence society, wuld be very
i nterested in having that technol ogy supported, that
per haps they would ask for a wait to delay the report
until the evidence is available publicly. | nean,
there's other alternatives to this.

DR. BERGTHOLD: Just clear one thing up
for me. |If a certain conpany does a research study
and it's proprietary, or it's about to be rel eased,
and they share that with the contractor. That neans
they don't share it with other industry reps, they
just share it with the contractor, is that right? So
the only people who woul d have access to that would
be the contractor and the people that did the study,
right?

DR. SOX: Right.

DR. BERGTHOLD: We're not tal king about --

M5. RICHNER: W' ve al ready gone through
an FDA process too, and we have to know, you know,
before we'd be comng to the coverage group, we've
al ready been approved by the FDA
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DR. HOLOHAN: Yeah, but that doesn't nean
t he FDA approval was based on evidence, we all know
that. Most devices are 5-10Ks.

M5. RICHNER. That's right.

DR. HOLOHAN: kay. So there's no
evi dence.

M5. RICHNER: | wouldn't say a bl anket
statenment such as that.

DR HOLOHAN.  Well, | will.

DR. SOX: Ckay, Leslie, you have been
wai ti ng.

DR. FRANCI S: Just a coupl e points about
consunmer groups. | nean, they nay agree that they
woul d |li ke to support the technol ogy but they m ght
not, and so to the extent to which consuner groups
are going to want to say a variety of different kinds
of things, it could be problematic not to have them
have access to it. The other thing that has been
worrying nme, and it's partly relevant here but it's

also relevant to the other kinds of issues that |
think Linda is raising, is that consunmer groups my
have a special concern about particular types of
patients and access to a technol ogy.

For exanple, they nmay have concerns about
| ocal carriers turning down any request for coverage
when a patient has Al zheiner's di sease. | gather
t hat happens on a pretty regular basis with respect
to sone kinds of requests for coverage. And so, one
of the things they m ght want to be able to do is get
guestions posed that deal with that kind of question,
| ooki ng at whether or not it's a good idea to include
or exclude certain groups of patients, you know,
addressing that in sonme way, and that may be rel evant
to looking at clinical studies to see whether they
controlled for that condition or whether they

addressed that kind of issue. It's also rel evant
| ater to how we m ght want to get public coment in
t here.

DR. SOX: Responses to what Leslie said,



anybody want to respond to that?

DR. BROOK: Yeah. The only articles we
are tal king about that fall into this category of
response would be that the article has been accepted,
revi sion has been accepted, and a publication date
has been set. Any author will not -- so this is not
articles under review or have been conpleted, or are
bei ng revi sed, because under all of those conditions,
you can't control the nedical editors. So the only
article that this affects, now, you will know the
publicati on date when you have to sign this agreenent
with the contractor if you believe that this is going
to be pulled.

And all this is is the question of where
in that process, is it at the sane tine, is it ten
days, is it a nonth before, that we agree to do this?
And | agree, they may or may not want to support the
technol ogy. The question here is, do we want to
| eave it up to the panel chair and say that it has to
be by the date, at |east ten days before the neeting,
but it still doesn't have the data. Now it really

woul d be useful if the governnent really -- the
i ndustry funding sonme of this technol ogy stuff is,
and it would really be nice if the governnent took on
the nedical editors and said, for a public process
like this to decide coverage, that it expects all the
peopl e that have grants or contracts to conply and
submt information, and not wait for a year and a
hal f until it's published. And that's what |'m
worried about, or it's under review

The tim ng between conpletion of a
manuscri pt and publication could be two years, it
could be two years. And we're only tal king about 10
percent of this, because we're tal king about the
group of stuff that already has a publication date,
Hal. | nmean if you really think about this, it has
nothing to do with manuscripts under review and it
has nothing to do with manuscripts that say pl ease
revise, and nothing to do with manuscripts that the
publication date is set after the panel neeting,
which is very characteristic, so it wuld only have
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to do with one or two key manuscripts.

DR. SOX: Ckay. Let's continue the
di scussion. Do you want to respond to Leslie's
poi nt ?

DR. GARBER Yeah. | think Leslie's, |I'm

not sure if it was her second point or an el aboration
of the first, but wwth regard to the consumer group
about specific groups of patients, that really cones
down to input into framng of the questions rather
than the types of data, and absolutely that needs to
be done, and that's a different part of the report
really, but it's about -- well, no, it's not, it's
right here, the key questions 2. A and 2.B, so that's
i nportant, and | think it bears underscoring the
effort that we should nake to insure that they have
I nput to the framng of the questions.

But a part of Leslie's question |I think
was addressing Linda's point that the consumer groups
should get this information as early as possible and
| agree with that.

Now |l et me just rem nd everyone that these
| think remain interimguidelines and we have two
paths that we're really discussing. One is to only
consi der data that can be publicly posted at the tine
the contractor gets it. The other option under
di scussion is only data that can be publicly posted
when the evidence report i s posted.

And the question we face, and Hal has
phrased this as two conpeting public goods, and ny
suggestion is that first of all, if we find out we

have problens with whatever choice we nake, we shoul d
change the rules at that point. So if we find out

t hat consunmer groups feel that they are ill served by
this process, if we go with the option of posting at
the time of the evidence report, we should revisit it
and we should certainly change it. | amurging that
we go with posting at the tinme that the evidence
report is posted, because ny sense is consuner

groups, despite the concerns both you an Linda have



raised, will not find that this process does them a
di sservice. But if they do and we go this route, we
shoul d change it.

DR. SOX: |I'meager to vote on this and
|"'mgoing to ask Alan while we're continuing this
di scussion to try to jot down notes so he can nake a
proposal that kind of incorporates everything. |
think we're really getting pretty close here and this
has really been very val uabl e.

DR. BERGTHOLD: Can | ask one nore
clarifying question about this?

DR. SOX: Well, we're not ready to vote
yet .

DR. BERGTHOLD: OCh, okay.

DR. SOX: So, | want to take people in
turn. John.

DR. FERGUSON. Just a question to HCFA.
When do you announce that a neeting is going to take
pl ace, a panel neeting on an issue? |Is this several
nont hs? You have to put it in the Federal Register,
| think, and when do you put it on the Internet,
because that's when all the various consumer groups
and everybody el se that wants to have input m ght
contact you.

M5. CONRAD: John, we set a date, we find
a place to hold the neetings, and contact the panel
menbers. They are our first priority. Then we
publish a Federal Register and put it, we publish the
Federal Register notice and we post our intent on the
web site at the sane tine.

DR. FERGUSON. And that's generally what,
two to six nonths before a neeting, or what are we
t al ki ng about ?

M5. CONRAD: We try to do it at least ten
weeks before a neeting.

DR. FERGUSON. Thank you.

DR. SOX: O her comments? Linda.

DR. BERGTHOLD: Let nme just ask a
guestion. Wen we tal k about evidence going to the
contractors or information going to the contractors,
Is there any requirenent, do we have any requirenent



that all information going to the contractor gets

di scl osed? What | was al so tal king about, not just
publ i shed studies, but what if a senator or
representative decides to call, or have sonebody cal
the contractor to tell themthat they are
particularly interested, that they find that evidence
I s good, which is sonething that has actually
happened occasionally fromtinme to tinme, nore than
occasionally. Does that get disclosed in this sort

of -- where does that get disclosed, in the evidence
report that the contractor prepares, | received a
call from--

DR. GARBER I n the WaAshi ngton Post.

DR, TUNIS: | nmean, froma practical point

of view, we don't post on the web every piece of
paper we get on a topic. As far as what we are --
however, everything that we get is obtainabl e through
t he Freedom of Information Act and basically if
anybody asks for sonething that we woul d rel ease

under FOA we'll give it to themimedi ately as
opposed to having --
DR. BERGTHOLD: |'m not about you so nuch.

DR TUNIS: But letters from senators,
et cetera, we don't tend to post, it doesn't nean
they're not publicly available, you just have to ask

for them

DR. HOLOHAN. But you have to know t hey
exi st before you can ask.

DR. TUNIS: Yeah, but you know, you can
make sonme good guesses about things that exist, but
anyway, yes, that's true.

DR. BERGTHOLD: That was one of ny points
about sort of funneling things, | didn't nean to say
managi ng, but funneling things through HCFA is there
I's public accountability at HCFA, you could get it.
Now we' re saying that anyone could contact ECRI or
Blue Cross TEC, or the evidence practice centers and
tell them what they think about this study as |ong as
they know that's the entity doing the review. And we



won't know, we being the public, won't have any idea
that there are these letters, these phone calls, and

I s there anypl ace where the evidence -- what did we
call this -- the evidence contractor has to disclose
who t hey have been contacted by? They don't have to,

do t hey?

DR. TUNIS: No, the contractor has been --
| nmean in the past the contractors have not tended to
have been contacted by the interest groups to a great
extent, and certainly not provided anythi ng other
t han --

DR. BERGTHOLD: | know, but now we are
basically opening themup to |lots of contact, right?
W're telling the whole world that ECRI is doing this
evidence report and we're telling everybody, you can
call ECRI and tell them what you think.

M5. RICHNER: Al an, from your experience
being on Blue Cross, | nean certainly this is an
establ i shed process for many years. | nean, one
thing Blue Cross does is that they have an open
heari ng when they're preparing the reports and
provi de an opportunity for people just like this to
come and provide lots of information to them |
mean, you have to put this in perspective. | nean, |
don't know if this is going to be as severe as you
t hink, but | don't know.

DR. SOX: Alan, do you want to respond to
Linda's point?

DR. GARBER Yeah. | nean, there is a big
di fference between this and the Blue Cross/ Bl ue
Shield process in that the Blue Cross/Blue Shield
process is not open, it's not public, and there
doesn't ever need to be any public disclosure on the
ternms of the process.

By ny concern about -- | think Linda's
concerns may be valid since this has political

aspects in the process, but there are so many
contacts that are of the nature where the contractor
wants sone technical information about study design



and so on, where | don't think any reasonabl e person
woul d say the issue was influence, it's just getting
sonme facts out there. And I'mafraid that if you
| npose too many requirenents in the way of making
this public, you're going to interfere with that
process, so there's this balance that needs to be
st ruck.

| don't have any great solution, but in
terms of a record for initial contact, we could ask
that all initial contacts with the contractor be by
e-mail so that there is public docunentation with a
copy to sonebody at HCFA, but | would not be so
restrictive about subsequent contacts with people who
have al ready been identified by that neans, sinply
because | amafraid that m ght deter the information

transm ssion process. | haven't thought about this
much and I don't know whether that's the right
solution. | understand the need to have sone record

of at | east which groups contacted them but I'm
afrai d anything nore extensive than that woul d be too
cunber sone.

DR. BERGTHOLD: Then that's okay.

DR. SOX: M sense is that you know, these
are interimguidelines, they're always going to be
i nteri mand al ways changeable if we run into trouble
and we nake our best guess, and then change | ater.

Alan, 1'd like you to, if you could, just
summari ze the essence of the proposal here so we
could take a straw vote and nobve on.

DR. GARBER Well, | will give ny version
and | hope this reflects the sense of the Executive
Comm ttee, that contractor information should be
rel eased to the public at the tinme that the evidence
report is released to the public, and this is
sonet hi ng about which we haven't had nuch di scussion,
and that evidence that cannot be released to the
public at the tine the evidence report is posted may
not be considered. Does that reflect the sense of
t he Executive Commttee?

DR. SOX: Yeah. And in a way, all the
ot her things we tal ked about, about editors and so



00088

co~NOoO TPk WDN P

forth are kind of --

DR. GARBER  Subsuned.

DR. SOX: -- details, but that's the
essential principle, and probably dealing with
principles rather than details wll serve us well.

DR TUNIS: Can | ask a clarifying

guestion in ternms of -- a key issue here is that the
reason for not releasing sone information to the
public woul d be because it was proprietary

i nformation that's prepublication, or is the issue
around that the information is proprietary and it
woul dn't want to be released, or is it about the
potential inpact on publication?

DR GARBER | think it could be either
and | don't think that we want to get into that,
because for our purposes, this is a public process
and has to be publicly available at sone point.

DR. TUNIS: Yeah. WlIl, the only reason |
raise it is that in the, in this new benefits
| nprovenent act, that has sone statutory |anguage on
rel ease of information and proprietary data is
specifically excluded fromneeding to be rel eased.
And so it actually, even though -- it says, the
| anguage is, all the information used to nake these
coverage reconmendati ons, coverage decisions, nust be
made avail able -- nake avail able to the public the
data other than proprietary data considered in nmaking
the determnation. So there's actually a statutory
protection agai nst the requirenent.

Now you as an Executive Committee can
obvi ously deci de you won't consider --

DR. GARBER Let ne just say how |
personally would respond to that, and that is that if
it were to remain proprietary, | think we have | ost
nothing by excluding it fromthe process. Let ne
add, that's based in part on Blue Cross/Blue Shield
process, which does -- it |ooks at proprietary
information, and | can't think off hand, and Barbara
m ght correct me on this, but I can't offhand think



of a single exanple where proprietary information
itself would have swayed the decision ever, because
virtually all conpelling studies get published.

DR, TUNIS: | just wanted to make it clear
that an issue here is not that we would be legally
required to release it, that's not an issue, but you
could still decide that you would not choose to
consi der it.

DR. GARBER Right, and | think that we
woul d want the | anguage to be consistent with the
| egi sl ati on.

DR. SOX: Again, we're going to take a
straw vote on the principle that Bob has, or that
John, that Al an has suggested, and all the discussion
ought to focus on that, and we can do it. Bob?

DR. BROOK: Just to make sure we know what
we' re doi ng, the vast anopunt of unpublished data that

we will get under this rule of protecting the nedical
editors is stuff that's favorable to the technol ogy,
because the only group that will push the

I nvestigators to rel ease that data under any
ci rcunstance that may conpronm se the ability of the
authors to get their ego nmassage and published in
peer review journals of higher quality because of the
editors will be those that the industry supports, and
t hose woul d be ones that would be positive. The
i ndustry is not going to push for sonebody, they're
going to hide behind this banner and say | ook, you
don't have to rel ease the data when the study is
negative, so the studies that we're going to get, the
unpubl i shed studies wll be biased, even though they
may be inportant, they will be biased toward show ng
efficacy and effectiveness. W need to know that
unl ess we can figure out a way of balancing this out,
and | would just urge that when the commttee, when
the contractor |ooks at unpublished data, they know
that given this rule and how we're tackling it, that
that's what's going to occur.

There is no incentive to have a -- you
know, if you' re working with the New Engl and Jour nal
on a negative study, there's no incentive to share it



25

00090

wi t h anybody, because it conprom ses your ability to

get it published, and there's nobody that's going to
pressure you to share it with this conmttee. And
that really bothers ne, especially when a |arge
nunber of the negative studies may actually be funded

by governnent noney that will affect the other part
of governnment making mllions of dollars and maybe
even a billion dollars worth of decisions about

coverage, and that's sad.

DR SOX: M ke?

DR. BROOK: All because of the tyranny of
t he nedi cal editors.

DR. MAVES: | actually like Alan's
| anguage and support that, and in fact | was a little
concerned about this, and | think I join with Bob in
sonme concerns. One of themwas what the role of the
peer review process would be of the journal but as
both Bob and Al an have indicated, these would only be
papers that have a set publication date, so that part
of the peer review process has conme about. | think
rel easing these to the public affords the second peer
revi ew which we've all seen, and that is the
comrentary by other individuals in the science or
fromlay people to coment on that.

The only concern | have, |'msure we've
all seen this and | have been party to sone of these,

where we design what we think is the sem nal study
and we're certain that it's going to be the key piece
of information. That nay or may not occur, but |
think that's going to be a decision that's going to
have to be left to that panel and eventually to the
Executive Conmttee, if we are given that right to do
that | ater on.

So, | actually think it's a reasonable
conprom se. | understand Bob's concern that you're
only going to get positive studies on this, but it
also | think serves as a check for not putting in
i nformation that's not at | east been through the
first part of the peer review process.



DR. SOX: Any other coments before we
vot e?

DR. BERGTHOLD: | just need to clarify.
How can you incorporate public comment at 2.Bif you
don't post the information until 2.F?

M5. RRCHNER:. No, no. 2.Bis drafting the
guestion that is going to be posed to the contractor.

DR. BERGTHOLD: But the contractor contact
i nformation -- oh, | see. You just tell who the
contractor is going to be?

M5. RICHNER: Right.

DR. BERGTHOLD: And then between 2.B and

2.F, the contractor does the evidence report.

M5. RICHNER: Exactly. This is the detail
of our interimguidelines.

DR. BERGTHOLD: And not until 2.F then,
does the general public know what it was that the
contractor | ooked at?

M5. RICHNER: No, because if the questions
are posed properly --

DR. BERGTHOLD: The questions are posed,
but not the kinds of studies or the kinds of contacts
or information.

M5. RRCHNER:. Right. | nean, this is
sonmet hi ng that we shoul d probably think about in
ternms of if we want to develop this a little nore.

DR. BERGTHOLD: | think we should just --
"Il leave this now, but | would -- Leslie may have a
better idea, but | would at least |like this flagged
as sonething we would, as we go through this process,
we want to | ook at, to see whether or not it really
wor ks out the way we hope it wll.

DR. FRANCI S: Presumably what's happeni ng
between 2.B and 2. F is in part that the contractor is
out there looking for the information. It's not |ike
the contractor gets this bolus of information at 2.B,
so you couldn't post all the studies. | nean, part

of what you hire the contractor to do is to | ook for
the studies. But, the issue that | think is



| nportant here is to be sure that they get the
studies, and that -- well, first that they've got the
guestions franed in the way we want to have the
guestions franed which, you know, you may have one
take on it, | may have sone ot her takes, you know, we
all have different takes on that, and al so though,
that there is enough tine for people to be sure the
guestions are franmed right or that nore questions
could get franed if need be, and to understand what

i nformati on woul d be hel pful to try to nake sure that
t he evi dence fol ks get.

M5. RICHNER. That's actually a very
| nportant point, because in ternms of once those draft
guestions are posted on the net, who then decides
whet her or not those questions need to be nodified,
will it be the panel chair, wll it go back to the
panel chair after they get public comment on how the
guestions were posed? Who decides that they nay need
to be changed?

DR. SOX: Well, the sane people who are
responsi ble for formulating themin the first place,
which is --

M5. RICHNER: Wiich would be the panel

chair and vice chair.

DR. SOX: And the evidence report
contractor.

M5. RICHNER. Okay. That's not
del i neated, and so |I'mthinking perhaps there should
be sonme kind of process delineated for that.

DR. SOX: Let's vote on Alan's principles
before we start spinning off into other orbits.
Anybody el se want to make a coment on Al an's
principles before we vote? Al in favor of his
principles, raise your hand. This is a straw vote,
even | can vote on this. Anybody opposed? Anybody
abst ai ni ng?

DR. ALFORD-SM TH:  |'m just confused.

DR. SOX: Wuld you like a restatenent?

DR. ALFORD- SM TH. Pl ease.

DR. SOX: Please, Alan, a restatenent for
Dai sy.



19 DR. GARBER  That contractor information
20 is released to the public at the tine that the

21 evidence report is released to the public, and I

22 forgot ny wording on the other part.

23 DR. SOX: That was the best part.

24 M5. RICHNER: And information that cannot
25 be rel eased cannot be consi dered.
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1 DR. GARBER OCh, yes. And infornmation
2 that cannot be released to the public at the tine
3 that the evidence report is released to the public
4 cannot be consi dered.
5 DR. SOX: By the contractor.
6 DR. ALFORD SM TH: So that's what we
7 voted on?
8 DR. SOX: Yes. Wuld you like to vote?
9 DR ALFORD-SMTH. |I'min favor.
10 DR. SOX: Ckay. So we have decided that
11 now, a really inportant discussion that took us sone
12 good places. So now we need to nove on, and -- yes,
13 Barbara.
14 DR. McNEI L: Could I just ask sonething
15 for clarification, Hal? | could inmagi ne we coul d be

16 here until Sunday goi ng through, so the question |

17 have for you is, are these going to be interim

18 recomendations or are these final reconmendations at
19 the end of this whole process? Wat is the process
20 by which these get fine tuned after we put these out?

21 DR SOX: Sanme process.
22 DR. McNEI L: So we don't have to feel
23 conpelled to solve every single problemtoday?
24 DR. SOX: No. |It's going to be a rolling
25 process. W will probably revise themyearly until
00096
we get to sone point --
DR. McNEI L: | have the feeling -- the
reason | ask this, | have the feeling that sone of

the issues that we nay raise today are going to
becone nuch clearer as we nove along, and to try to
force feed answers right nowis going to do us a

di sservi ce.
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DR. SOX: | think a nunber of people have
said what Barbara is saying, let's lay it out the
best we can and try it out and if it doesn't work,
then we're going to have to change it, we should, so
that's a good rem nder as we try to nove forward.

But again, | think this was, it took us an hour to
wor k through this, we ought to try to go faster next
time, but it was a very inportant discussion, and

t hank you, Bob, for getting us onto it.

DR. FERGUSON:. Hal, question, just one
guestion. Am|l to understand correctly that the
publ i c announcenent that this neeting is going to
t ake place occurs before this slide; is that correct?
In other words, at the tinme you announce there is
going to be this issue tackled by MCAC in the Federal
Regi ster and on the web, that no contractor has been
asked already; is that correct?

M5. CONRAD. That's correct.

M5. RICHNER. That can't be right, Connie,
because the reason is that what we are tal king about
I s preparation of the evidence report, which could
t ake nont hs and nont hs and nont hs.

DR. FERGUSON: So that neans that HCFA
contacts the contractor nonths and nonths before
announci ng that the neeting is going to take place?

DR TUNIS: Well, I think there is, again,
there's many pieces to this process and it's even
changi ng because the role of the EC is changing as
well. Typically we have deci ded to send sonet hi ng
for a TEC assessnent |ong before either the EC,
anyone on the MCAC knows that we're even addressing
the issue. So what we're potentially proposing here,
| think it sounds like it's on the table, is that the
Executive Conmttee m ght be getting involved nuch
earlier in this process to give us sone gui dance, you
know, earlier on before we even conm ssion an
assessnent report on this aspect of setting up the
assessnent report, if I'munderstanding this
correctly. But generally in the past, MCAC hasn't
been involved in this part of the process at all.

DR. SOX: Which part?



DR. TUNIS: The part of scoping out the
guestions for the evidence report, you know, the

Executive Commttee or the MCAC doesn't even,

woul dn't even have know edge that a particular topic
has cone in, been accepted for a coverage deci sion
until we are nmuch further along and even close to
having a draft of an evidence report.

DR. SOX: But the panel chair will be
i nvol ved, wll he or she not?

M5. RICHNER: This is what we have witten
in our interimaguidelines and we're presuning that we
are part of perhaps a new technol ogy assessnent for
t he panels, which is separate from what you have
al ready triggered at HCFA.

DR. SOX: W have witten sonething that
makes a | ot of sense, but we haven't inplenented it
at all yet, and I think in the natter of getting the
panel chair and vice chair involved in formulating
t he key questions and the analytic framework, that's
real ly inmportant, because ot herw se, the evidence
report may be looking in this direction when this is
the right direction to be |ooking at.

DR. TUNIS: Yeah. | nean, if you think
about the anbul atory bl ood pressure nonitoring report
we had yesterday, which was quite a useful report,
but you as the panel chair had no invol venent, you

had never seen that report until you got it
finalized, | assune, in the package with everybody
el se.

DR SOX: | sawit a little earlier.

DR TUNIS: But | nean, you weren't
i nvol ved obviously in the early part of the process
before that.

DR. SOX: Well, the thing is, we
formul ated the key questions and the anal ytic
framework well after the evidence report had been

witten, but in tine to organize the neeting around
t hose key questi ons.
Ckay. So, let's go on, Randel.



M5. RICHNER. |'ve got nore here. Wat we
had first was the step about preparation of the
evi dence report. Now we get into the whole thing
about the review, and the review -- actually what |'m
going to do --

DR. FRANCIS: Before you go on, can | --
t here was that other question about, that Linda and I
were raising, about input into the fornulation of the
guestions from consuner groups who take a while to
get organized, and | just want to be sure that there
Is -- that we don't have sonething that's so
formalized and sort of witten in stone so that we
can't have a way to get nore dial ogue about the right

guestions, and the way you're framng it, it got --
you know, | nean often what wll happen is that a
request for national coverage, as | understand it,
requests for a national coverage decision my well
come in fromindustry, right?

M5. RIRCHNER:. O a position group.

DR. FRANCIS: Yeah. It's likely to cone
in from-- now, consuner groups mght do it, but it's
likely to cone in from sonebody who has an organi zed
econonm c interest.

M5. RICHNER: Well, you know, nedical
societies are --

DR. FRANCI S: Yeah, sonetines, okay.

M5. RICHNER: (I naudible.)

DR. FRANCIS: No, that's true. But | just
want to be sure on that other side that we're, we
have a way to get at the questions that are affecting
how peopl e actually get care.

DR. SOX: The process that we've outlined
and that we are going to sone day ad here to is that
before the evidence report even gets started, we
formul ate the key questions, we post them on the web,
we get tinme for public corment, we nodify them as
needed, repost them and then start the evidence
report to focus on these key questions. That's the

process.



DR. FRANCIS: Right. And we mght want to
have just a kind of continuing invitation to groups
that m ght want to be sure that questions -- sone
sort of continuing opportunity for dial ogue on
guestions while the evidence process is going on. |
nean, it may not be possible to get themfed into the
evidence report, but it mght be still be helpful to
the panel in its deliberations.

DR. SOX: Ckay. Randel, tell us where
you' re taking us, because | think everybody is kind
of worried that it's going to be six o' clock and the
snow i s going to be 12 inches deep.

M5. RRCHNER: |I'msorry, but the other big
chunk of our interimguidelines is the review process
of the evidence reports.

DR. SOX: That's next.

M5. RRCHNER: And this is next. And what
|"ve tried to do is sunmari ze where we have witten
in the interimaguidelines, there's actually four
different reviews of the evidence report, so this
slide sort of summarizes that. Wat we've built in,
Hal , are MCAC, we've suggested that there should be
t he MCAC panel nom nates two primary reviewers from
t he panel to review the evidence report. Then we've

al so said that there will be three, two to three
external reviewers, that's in another part of our
interimguidelines. And then there is the MCAC panel
menber review of the evidence report, and then
there's the public comment on the evidence report.

So we actually have four different nechani sns we've
witten in the interimaguidelines of review of the
evi dence report.

And the issue is, howis that going to be
essentially consolidated, and it's a concern because
i f you look, this is what we've witten in the
external review of the evidence report. W've
detailed five different steps and it's rather
confusing. And so, that's why | wanted to nake sure
that we were all clear about what we have nmandated in
the guidelines for the review process, because |'m
not sure how we're going to then consolidate those
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reviews, especially if we get a negative --

DR. SOX: Let's go back to the slide you
just showed earlier where you raised that question
and we can tal k about it. So, why don't | tell you
what | think?

M5. RICHNER  Ckay.

DR. SOX: The external reviewers prepare a
witten report that's nmade available to the public

and to the panel 10 days or whatever the timng is
before the panel neets. So it's part of what they
read in preparation for the neeting.

M5. RICHNER: And those are nom nated by
t he Executive Conmttee, that's what it says in the
gui deli nes, the Executive Comnmttee nom nates two to
t hree external reviewers.

DR. GARBER \Where does it say this?

M5. RICHNER: Unfortunately, | have all of
ny page nunbers associated with all of these, and |
| eft themin ny hotel room

DR. SOX: It's actually the chair, and I
will read it. HCFA should provide a list of
potential reviewers fromwhich the panel chair and
vice chair can forma sl ate.

M5. RICHNER: Ckay, the panel chair.

DR. SOX: To propose to the chair of the
Executive Conmttee, who has the responsibility for
approving the sl ate.

M5. RICHNER. Okay. There it is right
there. Yeah. The panel chair and vice chair select
the three external reviewers. The Executive
Committee approves the two to three external
revi ewers.

Then the panel chair prepares a charge to

the external reviewers, and the reviewers prepare the
report to deliver to the panel executive secretary,
and then the reviewers report on the evidence report
Is sent to panelists and posted on the Internet.
Those are the steps.

DR. SOX: R ght. So you asked the



guestion back to that earlier slide?

M5. RI CHNER  Yes.

DR. SOX: Who consolidates? So the
external reviewer cones in ten days earlier, the
panel nenbers take that into account as they go the
meet i ng.

M5. RICHNER  Ckay.

DR. SOX: The primary reviewer nmakes their
report at the neeting.

M5. RICHNER: Those are two chosen peopl e
fromthe MCAC panel .

DR. SOX: Panel. It nmay be just one, but
it wll be one or two. The panel nenbers obviously
-- | nmean, the public comment occurs. It did

yesterday. And then who consolidates, as | see it,
each individual panel nenber absorbs these inputs and
deci des on a vote.

M5. RICHNER. (kay. So those are all
t hose sets, okay.

Then, panel nenbers receive and review the
report. The panel chair assigns two panel nenbers to
be primary reviewers (inaudible, reading) and then
t he panel chair adds three to five content experts to
t he panel as tenporary voting nenbers. That's the
other thing that occurs, that during the actual panel

neeting we al so have content experts that will be
part of the panel discussion. Ckay.
Just -- | don't have any comrents one way

of the other about this, it just seens rather
cunbersone, but | think that the point that |'m
suggesting here is, what if the two to three experts
come back and they have conflicting reports about the
evi dence report?

DR. SOX: Then that's up to the panel
menbers to absorb that.

M5. RRCHNER:. This is ny last -- | have
two nore slides, but this one is about the evidence,
and the panel's evidence eval uati on gui delines using
t he evidence reports and reviews. And what | tried
to do here was to say, and this goes back to the
| ssue of the evidence reports and whether or not
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there is, if it's adequate about effectiveness, then
the magnitude, in reporting to HCFA. W also have in
the guidelines that if the evidence is not adequate,

is it sufficient? |If yes, what |'m challenging here
I's, does it go back to, do we then show that it is
effective, which is not necessarily the way | think
that we are anticipating it should go. | think what
we want to look at is if the evidence is sufficient
right here, we want to determ ne the magnitude and

t hen send the report to HCFA

| f evidence is insufficient or is
sufficient no, where does this go? | nean, | tried
to outline how you're describing the pathway of
eval uati ng the evidence.

DR. SOX: Al an?

DR. GARBER Randel, as | read the
reports, sufficient and adequate are synonynous, and
| don't recall any section that said it could be
sufficient evidence but not adequate. Can you poi nt
us to where in the docunent it suggests that that is
a possible classification? There is -- the section
on what to do when the evidence is insufficient
suggests things to do when the evidence is inadequate
or insufficient.

M5. RRCHNER. R ght. Then it goes to your
poi nt where we say --

DR. GARBER  Yeah, but we never said the
evidence is sufficient in any case then, it's just

that there may be other options to consider when the
evidence is inadequate or insufficient.

DR. SOX: Well, I think -- it sounds to ne
| i ke there's sone confusion that there may be two
different ways to classify the information, and there
is really only one.

DR. GARBER But | didn't see where that
appears on the docunent.

DR. HOLOHAN. On page 6 it says, when a
panel determ nes the evidence is insufficient to draw
concl usi ons about the effectiveness, it will not



attenpt to classify the size of the possible effect.

DR. SOX: Wuld it help to just get rid of
the word insufficient and use i nadequate to be
consi stent throughout the docunent?

(Comment s of assent.)

DR. SOX: Because | think the intent is
that they are just one word, it either is or isn't
t hat .

M5. RICHNER: That's right.

DR SOX: So | will just go through and
where | find insufficient, I wll push it out and
make t he i nadequate substitution.

M5. RICHNER:. That woul d probably hel p.
Ckay. Once again, | think that's where | cane into

sort of classifying the three types of evidence that
we' re | ooking at, or decisions that should be nmade to
be adequate or sufficient, insufficient or prom sing,
i nsufficient or not prom sing, and what happens then
ultimately at the end of the process. | would say
the nost -- okay, |I'mdone, but | would say that |

t hi nk that ny nost serious concern, once again, is

t hat none of these processes have any tine limts
what soever associated with any of it, and it could
really go on for nonths and perhaps years, as

evi denced by, you know, certain procedures that have

been through a | ong grueling process through HCFA
So, |'m hoping that sonehow we can put sone
boundaries on what this process neans.

DR. SOX: | think atinme line will be very
hel pful for comunicating with everybody, and it
shouldn't be a difficult natter to pi ece one together

fromthis docunent, as you really have al ready done.
Joe?

DR. JOHNSON: Isn't the tine line to a
| ar ge degree going to be determ ned by HCFA s need,
as far as your setting sone of the guidelines on tine
frames.

DR. TUNIS: Yeah. | nean, a lot of --

DR. JOHNSON. As far as urgency, or naybe,
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you know, it's not real urgent but needs to be done
and you construct the tinme |ines.

DR TUNIS: Right. | nean there are
again, newy inposed in statute sone nandatory tine
lines, but it only applies to things that don't go
out for a technol ogy assessnent. Once sonethi ng goes
out for a technol ogy assessnent, the tine franmes are
not defined as Randel says, and whether or not the
Executive Conmttee wants to venture into trying to
define tinme lines, is an interesting question that
t here woul d be pros and cons too.

| nmean, the other thing | have to say
about that is we're at |east on the hook now for
witing an annual report to Congress about how | ong
it's taken for each decision and why, and so there is
at least that |evel of sort of newy inposed
accountability for the tinme franes for every single
coverage deci sion we mnake.

DR. HOLOHAN. And historically, generally
the small er the evidence, the greater the tine it
takes. | nean, nobody spends a |lot of tine debating
about total hip replacenents.

DR. SOX: Right, or hip pinning for hip
fractures, right?

DR. HOLOHAN: Ri ght.

DR. SOX: Al an.

DR. GARBER Well, on this issue of how
specific we should be about the tine line, it's clear
that we need to send a signal that we want this
process to be as expeditious as possible, but we have
al so created a new -- we have nodified the interim
guidelines in sone ways that are fairly substanti al,
and in particular the review steps, and as a
practical matter we could proceed and put down tine
estimates or tinme goals right now As | have tried
to work with the guidelines, it has becone clear to
nme that there is a big advantage to getting a little
experience with thembefore we try to wite down
things in detail.

So, | would like to make a suggestion that
we work toward the goal of incorporating a tine |ine
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i n maybe the next draft of these interimguidelines,
but gain sonme experience with these, or whatever we
ratify today, before we put in too nuch detail on the
deadl i nes for each step of the process, because |
think it's not going to |l ook good and it won't serve
our process well if we find out that for sone reason
or another, sone steps of the process with the tine
we gave it just aren't feasible.

DR. SOX: Leslie.

DR. FRANCIS: | would hope that the way we
take all these points that are being nade in the
di scussion is that we have al nost -- we have our own

little set of annotations, the things we're watching
for as the process goes on for the next iterations of
it, so that we are watching closely for exanple for
what the tines | ook |ike and what seens reasonabl e
and what we can push and what we can't, and so on.
But that, I would nake that sane point for all the
critical points that we have made so far.

DR. TUNIS: One other point just also to
raise here is that there is kind of a presunption in
t hese guides that the only thing that woul d ever cone
to the MCAC woul d be a topic that has been assessed
externally by a contractor body and in fact there
woul d be situations in which we m ght want to cone to
MCAC where we reviewed a topic internally, but still
want the MCAC to deliberate, and that sort of pathway
isn't really framed here, although you can i nagi ne
that we could just pretend that, you know, the HCFA
coverage group is essentially substituting for the
contractor and go through exactly the sane steps.

VWhat we have been reluctant to do in the past of
course is produce a HCFA report that | ooks like a
contractor report, again, for issues of not wanting

to look |ike we've prejudged the issue prior to it
comng to MCAC. But it seens at |east that issue
needs to be thought through a little bit, you know,
what do we do when we don't hire an outside
contractor but still want to bring an issue to MCAC



DR. GARBER Wl |, Sean, given what you
just said, HCFA is not identical to an outside
contractor, but would we be wong to say contractor
could refer to internal staff reports, et cetera,
from HCFA under certain circunstances, or would that
be too m sl eadi ng?

DR TUNIS: | think we could propose that;
we'd have to just think about it alittle bit nore,
because again, we would then be presuming that we'd
ultimately bring forward sone report to MCAC to be
di scussed as if it were produced by an outside
contractor, but everything el se would be the sane,
whi ch seens fine to ne. | just haven't thought
through all the ramfications of it.

DR. HOLOHAN. What you mght want to do is
provi de the evidence and not a HCFA report.
Presumably the report was based on information. |If
you provided the information to MCAC, it renoves the
presunption that you prejudged, unless sonmeone
bel i eves you' ve selectively provided it.

DR. TUNIS: Right, but we're going to want
to provide a summary of the information unless you
just want us to provide, you know, the four vol unes
of material.

DR. GARBER  Absolutely not. W know t hat
doesn't work.

DR. TUNIS: And any version of a sumary
I s subject to sonme conditions about, you know, what's
i ncl uded and how it's interpreted and all that stuff.
HOLOHAN: But it's also public.

TUNIS: Right.

GARBER: Could | make a suggestion on
this point?
SOX: Bob has been waiting a while.
GARBER: (kay, sorry.

. MURRAY: Just a comment to Sean's
hypot heti cal scenario just a nonent ago. It's ny
under st andi ng that what we're tal king about are
recomrendations, that's what they're titled, or
they're guidelines, these are not hard and fast

rules. We are not as an executive comrittee going to

588 23D
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reject an issue that cones before us because it
didn't follow precisely the rules that we're setting
down.

And | | ook back to the issue of, or the

di scussi on of PET scanning just a couple of nonths
ago. That violated all of the rules. It cane
directly to the Executive Comnmttee w thout going to
the panel, and | would imagi ne that situations nay
come in the future that we are not going to foll ow
2.A, 2.B, 2.C, 2.D

DR. SOX: Right. Alan?

DR. GARBER | just wanted to suggest if
the, that if HCFA were to do an evi dence report or
conpi lation of information, that they should be held
to the sane standards to which we would hol d external
contractors, and | think we should have a statenent
to that effect in this docunent.

DR. SOX: | would like to step back for a
second now. W have heard from everybody fromthe
panel and the take seens to be what we've done so far
| ooks good. Several people have nentioned sone
things that they would |like to change, but ny take
was that with the exception of Randel, who prepared a
pretty detailed analysis, nost everybody is pretty
happy with these the way they are, and perhaps even
nore so with learning that this is an ongoing work in
progress and that until we actually try these out
conpletely, you know, fromthe start, that we're
really not going to be able to take them very nuch

farther in the abstract.

So wth that as a sort of prelimnary, |
wonder whether we could divide, in trying to get to a
poi nt of approval, sone people want to sinply nake
word sm thing suggestions, and |I'd suggest that they

judge or not -- don't rise to the level of really
requiring panel approval, and | suggest that you
sinply provide those to be ne and I will nake those

changes or give you an accounting of why | don't.
O hers nay have sone things that they



woul d |Ii ke to see changed now as opposed to a year
fromnow, and they think that they m ght in sonme way
be sufficiently substantive to require discussion and
endorsenent. And if it's agreeable to you, | would
like to go on to that second group, with the goal of
trying to get to a vote to approve fairly soon.

| also note that we will want to have an
opportunity for a public comment, schedul ed or
ot herwi se, before we take a vote and to be able to
respond to that, and | guess that's it.

So, | guess now |l would like to call for
comrents that people would |ike to see sone change
now and that they feel rises to the |evel of
significance that really requires sone di scussion
NOW.

FRANCI S: Do you just want to go page
by page?
SOX: Beg your pardon?

FRANCI S: Do you want to just go page
by page?
GARBER:  No.

FRANCIS: No? O do you want to just
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do it?

3

SOX: Well, ny sense is that people
are generally pretty happy and that we will just sort
of get people who want to make a comment to nake the
comment, we'll debate it and --

DR FRANCIS: | know this is a flash
poi nt, but the paragraph on page 4 that reads,
al though a body of evidence consisting only of
uncontrol | ed studi es, whether based on anecdot al
evi dence, testinonials or case series or disease
registries wthout adequate historical controls is
never adequate, in sone cases the panel wl]l
determ ne that observational evidence is sufficient,
that's just inconsistent.

DR. GARBER How do you want to --

DR. FRANCIS: Well, the way it seens to ne
to be inconsistent, unless |I'm m sunderstanding it
Is, it says evidence is never adequate, nonethel ess



t he panel can consider it adequate.

DR. GARBER No. It says observational --

DR. FRANCIS: Well, that may be where the
adequat e-i nadequate sufficient-insufficient --

DR. GARBER The first statenent is a
subset of observational studies that |acks adequate
control controls. The second statenent is other
observational studies. There is no inconsistency.

DR. FRANCI S: Then why don't we say ot her
observational evidence is adequate.

DR. SOX: O observational evidence with
control s?

DR. FRANCIS: That sone forns of --

DR. SOX: | think that's the intended
nmeani ng. Al an, do you?

DR. GARBER Wwell, all right. Well, the
key issue is that it is either -- evidence that is on
Its face adequate al ways has evi dence under adequate
controls and naybe that's the part that needs work,
so maybe uncontrolled versus controlled. So if we
were to say that the panel will determ ne that
observational evidence with controls is sufficient to
draw concl usi ons about effectiveness. Wuld that do
it for you?

DR. FRANCIS: That certainly makes it

consistent. | don't knowif it captures what you
want ed, but | nean, | just didn't understand that
par agraph when | read it.
DR. SOX: Ckay, good. Oher comrents
about either clarification or new ideas or changes?
M5. RICHNER: Wen we're suggesting the

wth controls, that can be -- that that includes the
different types of --
DR GARBER Yes, it can still be call ed

controls of some kind, historical, case control,
et cetera.

DR. BROOK: Are you preventing a clinician
fromgetting up and saying | treated these patients
this way and they got better and | treated these
patients this way and they didn't. That's control



16 and now they can deci de what they want to do with it.

17 M5. RICHNER: That's right.

18 DR. GARBER Well, it doesn't nean it's

19 always adequate, it says sonetinmes adequate. If you
20 like the doctor, it's adequate.

21 DR. BROOK: Well, | treated 12 people with

22 SDE with antibiotics and 12 without, and the ones
23 with SDE, 50 percent of themlived with antibiotics

24 and 50 percent didn't. | have no records.
25 DR. SOX: Barbara.
00119

1 DR. McNEI L: | just had a question for

2 clarification and naybe it's for Sean, and I

3 definitely don't want to be m cromanagi ng, but on

4 page 7 we tal k about HCFA provi des coverage on a

5 provisional basis, and then a bullet, it would cover
6 the technology only when it is being used in the

7 context of an approved study. Isn't that already

8 being done as part of the Medicare rulings in

9 Novenber, or last June rather, in termof Medicare --

10 DR. GARBER  No.

11 DR. McNEIL: No?

12 DR. GARBER It's the routine care

13 conponents.

14 DR. TUNIS: Yeah. That doesn't cover the
15 cost of the investigational item

16 DR. McNEIL: Wit a mnute. Gve it ne
17 again. Wuat is the yes?

18 DR. TUNIS: Sorry. The clinical trials

19 coverage policy that was inplenmented in Septenber
20 only covers routine costs associated with the

21 «clinical trials; it doesn't cover the costs of the
22 investigation itens.

23 DR. GARBER Yeah. It covers everything

24 but.

25 DR. TUNIS: Everything but. And this
00120

1 whole section about -- well, it's sort of, | guess a

2 wsh of a direction that the EC would like to see

3 HCFA go, as opposed to soneplace that we coul d get

4 any tinme soon, | guess.



DR. McNEIL: No, | wasn't questioning the
validity of it, I was just thinking it was redundant.

DR. TUNIS: | nean, | think that's the
function of it.

DR. SOX: Yes, it's a direction we hope
things wll take eventually. Qher? Daisy?

DR. ALFORD-SM TH: | think you have
al ready have it, but | just wanted to nake sure
again. There was sonething that | was concerned
about in reference to the preface nore so than
anything else, and it goes back to what | had
initially stated, and sonewhere | believe we need to
clarify that although we provide advice on a
scientific and clinical question, that it's inherent
in this process that we al so recognize that the
comm ttee provides advice or assists HCFA in setting
policy. | nean, that's the reason for it. W don't
speak to providing this information regarding
cover age.

DR. SOX: Well, | nean, | believe that the
first sentence of the whole docunent states where we

were at right now, that we don't tell HCFA that this
ought to be covered.

DR. ALFORD- SM TH: No, no, no, that's not
what |' m sayi ng.

DR SOX: I'msorry. |I'mmssing it then.

DR. ALFORD-SM TH: M interpretation of
this gives ne the inclination that it is limted from
a techni cal perspective wthout any sensitivity to
t he needs of addressing the issues for the general
public.

DR, SOX: What, could you -- | think I
know what you nean by technical issues. Wat |'m not
sure | understand is what you neant by the |ast part,
t he general needs of the public.

DR. ALFORD- SM TH: | am saying that it
appears to ne that we have been convened to provide
advi ce based upon scientific and clinical questions,
Wi t hout a sound statenent as to why there is a need
to provide advice on those scientific and clini cal
guesti ons.
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DR. SOX: So, are you saying that there is
not hi ng, our charge does not include decidi ng whether
this is an inportant issue to address in the first
pl ace?

DR. ALFORD- SM TH: Yes.

DR. SOX: Ckay. W basically do what HCFA
tells us to do. W don't decide to, you know, to
turn it down because we think it's uninportant.

DR ALFORD-SM TH:  No, no, no, |
understand that, but in review ng sone of ny notes,
one of the things that struck nme was HCFA s response
to their attenpt to alleviate the fear that there was
too nmuch, the information was going to be too
scientifically oriented, you know, and that went out
to the nedia in sone way. There was a concern there
for that reason. And so, it doesn't appear to ne as
if we're speaking to how to be consistent with what
t hey have already had to address in sone way.

M5. RICHNER: | think when MCAC was
originally fornmed, the whole idea was to bring in
policy makers, to bring in scientists, to bring in
t he nmedi cal profession, to bring in sort of a cadre
of different perspectives on the issue of deciding
coverage. And what's lost in this, | think is what
she's saying, is that it's becone so narrow t hat
we're just focused on the scientific evidence and
we've lost that spirit of what we, you know, as a
very diverse group, bring to the table in terns of
deci sion making. And that's sonething that is a
shane in a sense, that we've sort of |ost that

per specti ve.

DR. SOX: | wish you could have been here
yesterday. | think your m nd woul d have been perhaps
set partially at ease. |I'mthinking, Daisy, it says
provi de advice on scientific, and | have underli ned,
and clinical questions. And once you take it away
fromstrictly scientific questions and add that and
clinical, that --

M5. RICHNER. Well, it goes beyond that,



t hough. In the policy, in social research, in
bringing in all these kinds of issues froma consuner
advocacy position, and what natters nost to the

Medi care population in | ots of different

per specti ves.

DR. SOX: Wwell, you know, ultinmately our
job strictly speaking by what we've witten here is
to deci de whether the evidence that the candi date
t echnol ogy -- whether the evidence is adequate to
decide if the candidate technol ogy is an inprovenent
over what was there before and if so, big effect or
smal | effect.

M5. RICHNER. Right, | understand that,
and we have addressed that in a sense by providing
i nput for this public to provide different
perspectives, and that's a real nove forward from

where we were, you know, eight, nine nonths ago. So
| think, you know, Daisy fromthat perspective by
posting this on the web, by being able to provide,
you know, get the different perspectives, will be a
part of this decision making process a little nore
ef fectively.

DR. SOX: And we are going to get a |lot of
| nput about, at |east about the size of the inpact,
because that's what the public is telling us, you
know, this has nade a big difference in ny life.

M5. RICHNER. Right. But naybe the
entrance to this, or the introduction, could be a
littl e enhanced about what we're intending to do to
ki nd of consult to HCFA.

DR. SOX: Al an.

DR. GARBER Well, | think it is supposed
to be an inclusive process to the extent that there
shoul d be anpl e opportunity for public input, and
that's inplicit throughout this docunent. But I
certainly think that if Daisy or anyone el se had
suggesti ons about ways to make this nore explicit a
principle, that would be very wel cone.

In terns of the overall operating
princi ples of the whole MCAC process, if the issue
I's, should the MCAC process be focused on scientific



clinical evidence or should it be focused on
sonething else, |I think we have had nunerous

di scussi ons where the Executive Commttee has cone
down, this is about scientific and clinical evidence,
and | think inplicit inthere is the belief that we
serve the public best by trying to really answer the
guestion, does this technology work, does it inprove
heal th outcones. W do not necessarily serve the
public by answering questions like is this popul ar,
do people want it, and that is a real judgnent that
we have nade. So if the question is, have we

| ncor porated enough about political, social

consi derations and so on, | would argue that we have
considered it and decided that's not what we do best,
the way we best serve HCFA is by evaluating the
scientific and clinical evidence, and we' re doing
that with the intent of serving the public well.

DR. ALFORD-SM TH:  That's ny point right
there. You just answered it. That was the
statenent; you said what's the intent.

DR. BROOK: Can we add a second sentence
after the first sentence that says, after we say
provided by, it is hoped for or expected that the
MCAC process will be to inprove the health status of
t he Medi care popul ation and to reduce adversity in

heal th status by ethnic and gender, and state, or
what ever we want to say, to nmake it nore of a one
program one coverage, and these two things, that's
really our goal, that this is what the outcone of

what this process is. |It's not going to say that
we're responsible for it, but it's expected the

out cone of our advice will lead to those kinds of
general outcones. |Is that what you want, Daisy?

DR. ALFORD- SM TH: Yes.

DR. BROOK: Yeah, that's what | thought.

DR. SOX: Wwell, Daisy, perhaps you would
draft a sentence to go there.

DR, ALFORD-SM TH. | think Bob just did.

DR. SOX: Well, would you wite it down so



-- Alan?

DR. GARBER Well, | actually think that
we should say very sinply that the intent of this
process is to help identify effective nedical goods
and services, and insure that the Medicare popul ati on
has access to them and by doing so help to insure
t hat the Medi care popul ati on has access to them

DR. HOLOHAN:. | like the phrase Al an began
with the last tinme by saying, this group serves the
public interests best by.

DR. ALFORD SM TH: The intent.

DR. SOX: Wwell, Alan, would you draft --
woul d you just wite sonething that | can --

DR. BROOK: That's |ess broad than what |
suggest ed.

DR. GARBER Yes, and that's deliberate.

DR. BROOK: And | would prefer the broader
statenent that it's expected that the outcone of the
MCAC process will lead to inproved health status of
t he Medi care popul ation and reduce differences in
health status by Medicare, by the state in which the
Medi care enroll ee exists, by the gender of the
Medi care enrollee, or by his or her racial or ethnic
characteristics.

DR. SOX: Wll, it's good to want that,
but really, we don't really address that.

DR. HOLOHAN. Well, Bob, we disagree. |
think mns is nore broad than yours, frankly, because
| think what we do affects people who are not
necessarily Medi care beneficiaries.

DR. BROOK: Good. Then let's talk
affecting the U S. population, I'll change Medi care
to U.S., but I think we ought to have health status
init and I think we ought to have the dual goal of

reduci ng, you know, issues --

DR. ALFORD-SMTH: M intent was not to go
that far. However, | think it should be related in
sone way to outcones.

DR. SOX: Alan is working on a statenent



and he'll read it, and then we will see if it hits
the spot, and then we wll|l nove on.
DR. FERGUSON: Hal, aren't sone of these
t hi ngs encapsul ated in the MCAC charter?
DR. BERGTHOLD: This isn't a charter.
DR FERGUSON: It's not?
DR. BERGTHOLD: No, this is just our
gui del i nes.

DR. FERGUSON: No. |'m saying that what
Dai sy was tal ki ng about, sone are encapsulated in the
charter of this commttee. | thought they were. |

don't have the wording in front of ne.

DR TUNIS: W'IlIl try to get the charter
and see what the language is. |I'mnot recalling that
this is, you know, that this has sort of been dealt
wWith in great depth in the charter.

DR. SOX: Barbara?

DR. McNEIL: Well, | was going to suggest
that we tweak out what we think is in our charter and
that we not be too expansive unless it's in the
charter, because we don't want to be held accountabl e
for sonmething that we can't control. So while it

m ght be nice to prevent racial and geographic

I nequities, I'mnot sure that the kinds of data that
we are being presented and the decisions that we make
are necessarily dom nant forces in doing that.

DR. SOX: Yeah, we do what we do, and we
need to do it well. Alan, do you have sonethi ng?

DR. GARBER Well, I'lIl try this on you.
This process is intended to serve the public by
i denti fyi ng nedi cal goods and services that inprove
heal th anong Medi care beneficiaries or that inprove
t he health of Medicare beneficiaries.

DR. BROOK: | would add, and reduce
di versity, and reduce differences.

DR. GARBER  That woul d be your proposal.

DR. FRANCI S: Reduce di screpanci es.

DR. SOX: Ckay. Wiy don't we -- so you
have made a proposal that this is what we are going
to add, and we are going to vote on this --

DR, GARBER Right.



00131

co~NOoO TPk WDN P

DR. SOX: -- as a way of resolving
di fferences here. Now, does anybody want to anend
it?

DR. BROOK: Yeah. | want to add a cl ause
t hat says, and reduce differences.

DR. FRANCIS: The issue there really is
the way |l ocal carriers can nmake arbitrary -- you
know, you can have one here, one here and one here,
and | -- the difference seens to ne to be too broad
in that.

DR. BROOK: You nean variations?

(I naudi bl e, peopl e speaking at sane tine.)

DR. SOX: Listen. Listen. Let ne propose
a process here --

DR. BROOK: There's variations in health

status --

DR. SOX: ~-- for getting a sense of the
group' s opi nion about this, okay? So Al an has nmade a
proposal and Bob has now nade an anendnent. Coul d
you |l ean forward to the m crophone and say it so we
can all hear it, Bob?

DR. BROOK: And reduce variations in
heal th status by where you |ive or who you are.

DR. SOX: Ckay. So that's Bob's suggested
change, and we are not now going to vote about
whet her to add that to the end of Al an's sentence.
Everybody who favors Bob's change, pl ease raise your
hand. One, two, three four, five. Those opposed?
One, two, three, four, five, six, seven. So it
fails, seven to four or five. So we wll incorporate
your sentence as the second sentence in this docunent

as you suggested, unless there are any ot her
suggestions. Yeah, Bob.

DR. BROOK: Yeah, | want to vote no on
that. | want to go on the record to say why I'm
voting no is that the real goal of the federal policy
ought to be, anything it does ought to be eval uated
on how it reduces differences by where you live, this
is a federal governnent, or your racial or ethnic



characteristics, or your gender. That's the real

test of a public program And the U K Has agreed to
do this, and every other devel oped country is noving
in that direction, and we ought to include that
statenment if we're going to include any statenent

| i ke that in our docunent. | want that in the
record.

DR. SOX: Ckay. So let's now vote on
Alan's statenent. Do you want to reread it please,
Al an.

DR. GARBER This process is intended to
serve the public by identifying nedical goods and
services that inprove the health of Medicare
benefici ari es.

DR. SOX: Al in favor of inserting that
sentence as the second sentence in the preface,
pl ease rai se your hand. Everybody's eligible to

vote. Anybody opposed? One opposed, everyone el se
votes in favor.

| think this mght be a good tine to call
for public comment on what we're doi ng here.

DR. BROOK: | have one other comment on
t he docunent as a whole that | want to get in the
record, because |I don't think we want to address it.
W're mssing the central issue of technol ogy
assessnent, and that is the frequency and how often
that it's done. The major conclusions up to now,
t hi s docunent addresses just, "whether it's
effective,” and it presunes that ever once. The real
| ssue for Medicare coverage and the advice that HCFA
really needs is why are only six physical therapies
al l owed after you fracture a hip, or four, you know,
edema reduction therapies after you have breast
cancer even if you have it, or six therapies in a
swi m pool done, or four electrical stinulations or
one.

It's the frequency of nobst of these
t echnol ogi es, whether it's a PET scan or whatever,
that's going to drive eventually health status and
cost in the Medicare program and we're doing a very
smal | percentage of the job if the outcone of this



process is to just say that the evidence is slightly

better, or we're going to use it for once. The
gui delines don't address that point about the
responsibility of the conmttee, and | woul d j ust
indicate it not to discuss it today, but hope that
sonetinme in the future we can have a nuch nor
sophi sticated process when it cones to those kinds of
guestions, because that's where the noney is and
that's where the controversy is, and that's where
| ocal control will defeat, you know, the intent of
t he evidence and what this Commttee has been all
about .

DR. SOX: Yeah. Sonehow we need to
provoke nore studies on this, and the question of how
to do it best is one that we shoul d address, but
per haps not now. W don't talk about it because
nobody studies it. So, I'mgoing to call for public
comment now, and then we can continue our discussion.
So, is there anybody in the audi ence who would |ike
to make a statenent?

M5. CONRAD: G eg Robb.

MR, ROBB:. For the record, ny nane is Geg
Robb. | represent the Advanced Medi cal Technol ogy
Associ ation and | am a consultant here on their
behal f.

The gui delines that you are taking up

t oday appeared on the HCFA web site in the afternoon
yesterday. | was to cone here and tal k about a
previous iteration, and AdvoMed advised ne not to
tal k about the content of the therapeutic or the
di agnostic guidelines in particular, but to use ny
best judgnent as to what was posted and in |ight of
previ ous positions.

| would Iike to go back to these
gui del i nes and say what you have done in taking up
t he gui delines, you have sort of sw tched between the
guidelines and the role of MCAC. The |ast nptions
that were considered go in that direction so |'|
slide over to sone of the points | could make this



afternoon as wel|.

Wth respect to the guidelines, though,
the industry's role has always been that this whole
Medi care coverage process be open, predictable,
tinmely, with the opportunity for public comment. |
was particularly pleased, and | wll be advising ny
client to be very pleased with the discussion that
t ook place today on opening up the process, involving
the public, use of web site in reacting to these
evidence reports. That level of interaction is very
healthy and I was very pleased to hear that
di scussi on.

On the other hand, with regard to the
predictability and the tineliness of the Medicare
coverage process as a whole, industry still would
have concerns. |f you go back to the Medicare
coverage process as a whole, the notice that appeared
in the April, | believe 27th, 1999 Federal Regi ster
never did put a tine frane or a targeted tine frane
on Medi care Coverage Advisory Commttee review of new
t echnol ogi es up for consideration in the coverage

process. There were no tine franmes associated with
the possibility of HCFA asking for a technol ogy
assessnent. The notice in April of 1999 also held
out the possibility that HCFA could ask for an
assessnment and MCAC itself could ask for an
assessnent.

My general sense of the discussion that's
going on here today with regard to evi dence reports
woul d constitute a de facto technol ogy assessnent in
terms of that notice. So there is a level of
confusion of nme, and | cone to sone of these
neetings. The public, | think would have a little
bit nore confusion, and | think the AdvoMed
constituency is terribly confused as to what exactly
the hurdles are, what the tine frane is if you were
to request a national coverage decision. | feel

consunmer groups would think that as well.
So we have this issue of what is the goal



here. | see good value put in here in these evidence
reports. | see where you're going, | like the public
process involvenent. | don't know what it neans in
ternms of a review process. Randel started to go down
that route with her slides and that raised a | ot of
troubl i ng questions about how long all this will take
and where the noney is going to cone fromto staff

it.

Wth regard to another factor which you
will take up this afternoon, | wanted to get to the
situation where we have, if you're a manufacturer,
you see a two-step review process. You see a process
where an issue is vetted at the panel |evel and
relitigated, if you will, at the Executive Conmttee
level. | wanted to point to the BIPA | egislation
whi ch permts the Agency to ask the panel to review
and to nake a coverage deci sion based on panel
del i berati ons.

Now t hat woul d not nean that this
Executive Conmttee wouldn't have a role. They could
certainly provide guy as it is doing, it could manage
the resources of the entire process, it could weigh
in as well, it could cooments on how well the panels

have del i berated and docunented their findings, but
t he concept of a two-step process is a bit troubling
in terms of tinme, and | wanted to raise that as well.

One other issue as you tal ked about, as
you sl ipped over into the MCAC rol e and what your
charter is, it was to advise the Agency on naking
deci sions as to whet her services are reasonabl e and
necessary. That is also laid out in the April 1999
notice. It's to nmake advice to the Agency on whet her
cover age deci sions should be made.

The notice doesn't say that the only role
of this body is to weigh evidence or to find that the
evi dence i s conclusive, or decide what is evidence.
It tal ks about advice on coverage.

| would |ike to point out that the BIPA
| egi sl ation al so spoke to that, and let ne read to
it. It said that Medi care coverage decisions should
be nade after considering, quote, applicable
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i nformation, including clinical experience and

medi cal, technical and scientific evidence. It
doesn't say only peer reviewed studies or studies
that will be published in journals, it said evidence.
It said evidence broadly, and it said information.
And | go back to the, again, the coverage notice,

whi ch tal ks, the whole role of MCAC was to have open

public neetings, anyone can present, and based on all
of the presentations, advice would go to HCFA

DR. SOX: Thank you. Perhaps you would
|like to stay up there for just a second. Are there
any questions anybody would |ike to address of M.
Robb? Thank you very nuch.

Wul d you cone forward, identify yourself,
tell us whomyou are affiliated wth.

M5. CHRISTIAN. M nane is Martha
Christian and | ama health policy analyst wth EMPI,
and many of you are aware that our conpany recently
went through this whole process with our technol ogy
for pelvic floor electrical stinmulation. W are in a
rat her uni que position to discuss this sinply because
we have been through this.

And | have to first of all applaud both
staff nmenbers at HCFA and both the Medical Surgica
Panel and this panel itself in |ooking at a process
that has been in a constant state of flux, and I
t hink what we're trying to do here is a good thing.
W want to have a nore predictable consistent open
process, and | think | see a lot of good things in
t he docunent that we have been di scussing today.

| have a coupl e of concerns, though, that
| think is inportant to discuss. First of all, if

you | ook at the notice of proposed rul e making that
HCFA laid out earlier last year and is in the process
of -- and received public comment, one of the
guestions that was discussed or raised was, should
there be varying | evels of evidence for different
types of technology? Wat | see in this docunent is
t hat unl ess you have the gold standard, random zed



control trial, you're dead at question nunber one.

The reality is, many snal|l nedi cal device
manuf acturers cannot afford the kinds of studies that
you' re asking for in this docunent, which basically
essentially has the effect of limting access to
t echnol ogy to many Medi care beneficiaries,
particularly those devices and procedures that are
| ow cost. If they are |ow cost, there is not a | ot
of money in it to fund the kinds of studies that
you' re | ooking for.

So | guess | would caution both HCFA and
this Executive Commttee of nmking these guidelines
too restrictive. And one suggestion | have for
dealing with that is essentially to, you know, ask
guestion nunber one, is the evidence adequate based
on what we woul d absolutely |ove to see, but | think
there has to be recognition in the process that nost
t echnol ogi es, particularly existing technol ogies that

may beconme subject to further review, will not have
this | evel of evidence. Does that nake them unwort hy
of consideration for coverage? Absolutely not.

So what you need to incorporate in this
particul ar docunent is that you can go to question
nunber two, you know, is there sone value in this
technol ogy? And that's where the spirit of the MCAC
charter cones in in terns of saying, you know, let's
| ook at all of the evidence.

And one of the things that | have to
congratul ate HCFA on is despite the fact that it was
purely an evidentiary review of our technol ogy, they
| ooked at all of the evidence. They |ooked at
consuner input, they | ooked at the input of the
clinical societies, and | sensed the frustration, and
we all had the sane frustration of those people who
sat on the Med-Surg Panel and di scussed PFS and
bi of eedback and found that we can only | ook at the
evidence, | nmean, the specific scientific evidence.
They were frustrated.

Fortunately HCFA in their wi sdom | ooked
at all of the evidence and we cane up with I think a
good coverage decision, one that |ooked at, you know,



some of the limting factors that you di scussed
earlier with sonme of the other technol ogi es today,

and that was | think very useful. So just be very
careful when you're | ooking at these evidentiary
gui del i nes.

The second point | would Iike to make

concerns sone of the time lines. | think Randel
rai sed sone very inportant issues. And one of the
things, just froma practical perspective, | see when

you' re | ooking at releasing the evidentiary report
two weeks prior to a neeting, let nme talk about that
alittle bit.

That happened to us in pelvic floor stim
W didn't see the evidentiary report until two weeks
prior. As soneone who had to prepare for that, | had
two weeks in which, one, we got the questions at
about the sane tine, so we didn't even know what
guestions were being considered. W didn't get the
report. There were certain studies that weren't
included in the report. W had to schedul e speakers
that were to cone before this panel; many of those
speakers were physicians. You guys all know your
schedul es. Could you clear your schedule in two
weeks in order to cone and testify before a hearing
wi t hout substantially inconveni encing yourself and

your patients? | think that's a real concern.
Secondly of all, as a panel nenber -- or
first of all, as a speaker, you're probably going to

get from5 to 15 mnutes to present your infornmation.
Many of the issues that are often raised in these TEC
assessnents take a | ot nore explanation than 5 to 15
mnutes. And so it's inportant that you as a panel
menber be able to have an opportunity to review those
witten cooments that are submtted after the posting
of the evidence report on the web so that when we
conme to the panel neeting, you already have the

i nformati on and there can be a di scussion of what are
t he points of confusion, instead of us trying to say,
this is all what's wong, in five mnutes, and then



have the panel trying to digest that information in
relationship to the other materials that they have.

So | believe that that tinme frane is
sonmething that really needs to be eval uated, and
whet her or not that's done by this docunent or by
HCFA staff, | think it's inportant that the nessage
gets out that we need nore tine. W are all
interested in having a good and fair hearing on the
subj ect at hand, and we can't do that unless we have
adequate tine.

The other thing is the posting on the web.
The timng, | think the gentlenmen from AdvoMed nade
the point that this docunent that you're | ooking at

t oday wasn't posted on the web until yesterday.
There is significant problenms with HCFA getting their
docunents put up on the web, even if HCFA staff is
sending it to them It's outside of their control
when t hat docunentation gets on the web, so I think
that you need to be aware that just because we want
it posted on the web, it's submitted for posting on
the web, it doesn't always get there. And | know
t hat causes nmuch consternation to the HCFA staff that
are sending it to those people who put it there. So,
understand that there are other issues that may
| npact the availability of the information, so |
guess that's all | have. Thank you.

DR. SOX: Thank you very nmuch. Any
guestions for the | ast speaker? Bob.

DR. MJURRAY: This is not a question, just
a comment, that it appears to ne that we have a
dil emma, that on the one hand the -- we take too nuch
time, MCAC, the entire coverage process takes too
much tinme; on the other hand, we're not giving the
petitioners enough tine. | don't know how we can
answer both of those conplaints at the sane tine.

DR. SOX: Yeah. You m ght have added t hat
it is the petitioners who are conpl ai ni ng about the
| ength of the process, so there is a problem But in

general, | think trying to get stuff on the web as



far ahead of a neeting as possible is that sonething
t hat HCFA ought to be striving to acconplish, and it
does make good sense. Randel.

M5. RICHNER: | really appreciated
Martha's comments, and | think this was a real
practical use of the system and we've nade progress
since then, and I do differ in terns of |ooking at --
| think we have made trenendous progress in | ooking
at evidence beyond doubl e blind random zed control
trials, and that was a | ot of our discussion today,
so | think there is a lot of roomfor different types
of evidence to be eval uat ed.

But, | do have one anecdotal note about
that particular technology. Their first contact with
nati onal HCFA regarding this technol ogy was 1991 and
so it took themnine years to get a coverage deci sion
on this, and in fact they went back and forth with
HCFA, and | have the whol e chronol ogy here, of asking
what studies should they do, HCFA counsel ed t hem
about what study they should do, they did the study,

t hey cane back, they said well, that wasn't exactly
the right study. It was just unbelievable, so this
Is alnost the poster child for what can go wong in
terms of this process. Now | know there's been lots

of inprovenents since then but this was really truly
a mserable experience for that particular
t echnol ogy.

DR. SOX: Before we continue discussion, |
want to give a weather report. The weather has cone
in, and so | gather visibility is very limted, and
SO we are trying going to try to get to the point of
a vote as quickly as possible. Then Sean is going to
say a few remarks about the future of MCAC and we are
going to postpone our discussion of the future role
of MCAC until another time when it's nore propitious.
So that's the gane plan, and | think it's quite
possi bl e we could be out of here by noon and peopl e
can do their things in terns of trying to get hone.
Bob.

DR. BROOK: | have one conmment. | was a
little disturbed by the | ast person's comrent that
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the studies in the contract report had not included

t he ones, or not |ooked at the ones that they knew
were available. That bothers nme and if that is the
case, maybe we can fix that in this docunent by
suggesting that the -- there nust be sone way of

noti fyi ng people of the questions and the contractor
who' s going to produce the evidence report, so that

i ndustry could, you know, inmmediately, you know, make

sure that whatever studies they want to get in front
of the contractor could be sent to the contractor. |
nmean, | don't know whether there is anything in our
docunent that -- | nean, we ought to proactively deal
with that problemis what |I'm saying.

If there's sone way of adding a sentence
somewhere in that docunent, Hal, of the process that
says we ought to make industry aware at the very
earliest that these are the questions, this is what's
bei ng di scussed, this is the contractor, and the
contractor would |like to receive any docunents that
you have, that you want to submt as soon as
possible, so that it be included in the evidence
report or eval uated, would be ny suggestion to the
second commenter. Can we do that? |Is that there
al r eady.

DR. SOX: W already have a | ot of
| anguage in there about posting the key questions at
the earliest possible stage and that's clearly a
signal to industry to --

DR. BROOK: And do they know the

contractor? |Is there anything we can do? | just
wanted to --

DR. SOX: Yeah. There is language in
t here about who the contractor contact person is.

DR. BROOK: Ckay. So it's all done, so
it's really --

DR SOX: | think it's in there.

DR. BROOK: So there's nothing we need to
change.

DR. SOX: Yeah. Al an?



DR GARBER |1'd like to make a process
suggesti on.

DR. SOX: It would be wel cone.

DR. GARBER  The process suggestion is
that the conmttee vote to accept or reject the
current docunent in general, subject to further
revision, and the process for further revision |
suggest is that the detailed comments be submtted to
per haps Hal and incorporated by the nethods working
group, witing group, whatever you want to call it.
They produce a docunent that will then be distributed
to the entire Executive Conmttee for conment and
accept ance.

And | don't think this requires fornal
vot e, because these should at this point be basically
word smthing changes. And if it turns out there are
some mj or issues, then we can subject it to a vote,
per haps at the next executive committee neeting.

DR. SOX: So your proposal is we would

take a vote now to accept the major thrust and then
we would word smth, but not require a future vote.

DR. GARBER Yeah. 1'm basically asking
that the witing group have the discretion to produce
t he docunent, which however woul d then be distributed
to the entire executive conmttee before bei ng nade
avai |l able to the public.

DR. BERGTHOLD: Can we ask that changes be
put in italics or sonmething, so that we don't have to
try to figure out what they were?

DR. SOX: They are currently in bold face,
Linda. They are in bold face now.

DR. GARBER By sone conparabl e net hod.

DR. SOX: By sone conparabl e net hod.

Wul d you like to suggest a tine frane for that,
Alan? | think it's really inportant to get this
stuff up and out of here.

DR. GARBER  Yeah. | would suggest that
your individual coments be submitted to Hal within
t he next 10 days and that the witing conmttee be
gi ven one nonth after that to produce the final
docunent .
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DR. SOX: So we mght say six weeks to
have conpl eted the revision process and then anot her
two weeks for further comment, but we'll aimto have

sonething that we can live by for a while by two
nmont hs from now.

DR. GARBER Right.

DR. SOX: Does that sound reasonabl e?

DR. BROOK: | thought we just did that. |
just don't know why we can't -- this is an interim
docunent -- why we can't take all of those word

sm thing changes and put them on the agenda for the
next docunent, and we can't just pass this docunent
and get on with it. W've nmade the changes, the
maj or changes that we tal ked about. W have gone
over this now five different tines. Everyone is
going to want to do it a little bit differently.
When it goes back for you, we're going to have to go
back through a public response, an executive
commttee response. | nean, haven't we done -- we've
done this three tinmes. |It's an interimdocunent. |
nmean, all of us have sonmething we dislike with it,
and we always will, so why don't we just pass it?
DR. SOX: | think there needs to be an
under st andi ng that any changes will be m nor word
smthing changes. Anything that's really
substantive, let's talk it through and get it passed
so that -- | agree with Bob. | don't think -- we
shouldn't spin this out, but | think there should be

an opportunity to tweak it a little bit.

DR. GARBER  Maybe | wasn't being clear
enough. What | have in mnd | think is simlar to
what Bob is saying. This should only be word
smthing changes that we're voting to approve or not
approve today, but the idea is that Executive
Comm ttee nenbers woul d have an opportunity to review
this, and if they see that a change in their viewin
fact is not sinply word smthing but a substantive
change, they woul d have a chance to express their
di sapproval .



M5. RIRCHNER: | still amvery concerned
once again about the timngs, and that is a big
I ssue, and |I'm concerned, are we going to do that in
t he nmet hods subgroup in terns of putting sone timngs
in there?

DR. GARBER No. | think that the way the
docunent stands it does not have tine lines and if
you think it should, it has to have nore detail ed
time lines, you should probably vote down this
docunent, because that woul d be a substantive change.

M5. RICHNER: It is a substantive change,
and al so, there are timngs that are described in
here in a couple places which I have di sagreenent
with. | nean, you either have to take themall out

and review, think of it differently. | nean, it's
very inportant Hal, I'msorry, but timng is a huge
| ssue here.

DR. SOX: | knowit's a huge issue. But,
ny suggestion is that we develop a tine line for
di scussi on and approval at our next executive
commttee neeting, we not try to do that now. Let's
get this docunent out along the lines of what Al an
has suggested, with a -- and hold our hands to the
fire to get atinme line for discussion and vote at
our next meeting.

Ms. RICHNER: Tine lines associated with
t he process?

3

SOX: Yeah, along the |ines of what
you were doing with your work, your sunmary.
RI CHNER  Ckay.
SOX:  Li nda.
BERGTHOLD: Do we have any EC neetings
schedul ed at this point?

DR. TUNI'S: No.

DR. BERGTHOLD: Do you have any idea
appr oxi mat el y what nont h?

DR. TUNIS: Probably late spring or early
sumrer, so Junish or sonething; that's a very w de
target.

53
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DR. SOX: Ckay. | would like all comments
to be focused on this process question so we can get
to agreenent on that, and then | want to vote.

DR. BROOK: What's the process question?

DR. GARBER Could | just clarify the
process then pl ease?

DR. SOX. Yes, please.

DR GARBER It is that it would be, we
woul d be approving or not today, and these rules
woul d remain -- or interimaguidelines would be in
ef fect as approved when revised, unless nenbers of
t he Executive Commttee said not that they disagreed
wi th sonmething we al ready di scussed, but they thought
t hat sone of the changes nade changed the neaning in
such a way that it was a substantive change and
therefore it does not correspond to what they voted
to approve today.

DR. BROOK: | basically think we need
interimguidelines. | don't -- | want to speak
agai nst that process. | think the only thing that
will work at this nonent is to give Hal the
authority, whatever -- if they are substantive

changes, those people ought to vote down and we ought
to then know that we don't have agreenent on this
thing. |If we have agreenent on substance change,

anything that's considered word smthing ought to be
sent to Hal, no working group neetings, no other
thing. Hal has the right to change any word he so
sees and that docunent as Hal nodified it, it would
be in Hal's judgnent whether that's substantive or
not, and we will have a final docunent which wll be
our interimrules. | don't believe we can recycle
this because we're not going to get anywhere. |
t hi nk we ought to vote up or down whet her we agree on
t he substance, and then we ought to del egate to Hal
the ability to make -- Hal and HCFA staff, to nake
any changes in the docunent that are at the word
smthing level. |If it's really word smthing, that's
all it takes.

M5. RICHNER: What's the rush?

DR BROOK: What ?
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M5. RICHNER: What's the rush? | nean,
why can't we all still be part of this in terns of
the word smthing of the docunent?

DR. GARBER | think the point is not --
if we were all in agreenent that it is only word
smthing, there would not be a problem The whole
I ssue is that what | think is word smthing, soneone
el se mght think is a nmagjor change. And | think we
need to give other nenbers of the Executive Committee

an opportunity to review this.

DR. SOX: Well, wouldn't that end be
served if we inserted an opportunity for nenbers of
t he Executive Commttee to | ook at the product after
| have tweaked it, and if they object to any of the
changes, then we'll have to find some way to get
resol ution.

DR. GARBER | thought that's what |
pr oposed.

DR. SOX: Well, but the only difference it
t hat you (inaudi ble colloquy, several speakers)

Bob -- the difference between your proposal and Bob's
I's that you woul d propose the working group get in
the mddle of it.

DR. GARBER |If you want to do it on your
own, that would be totally fine fromny point of
Vi ew.

DR. SOX: Yeah, |I"'mhappy to. | think
Bob's suggestion is a good one and | can get it done
pretty quickly.

DR GARBER But it's still -- where Bob
and | disagree, it's not the issue of whether the
wor ki ng group sees it, it's that the entire Executive
Committee have an opportunity to see it.

DR. BROOK: Well, we've all seen it.

That's what we cane to do here today.

DR. SOX: No, | think -- Bob, Alan's point
I s that people ought to get a chance to nmake sure
that the word smthing changes don't destroy the
i ntent of the docunent as we have approved it.



M5. RICHNER: The word sufficient for
| nstance, versus adequate, but that's pretty nmjor.

DR. SOX: Ckay. W're going to nove right
around li ke this. Leslie?

DR. FRANCIS: | have a different kind of
problem which is that there is this entirely new
section, pages 5, 6 and 7, which we haven't had a
chance to sort of chew over as a group, and | nean,
|"'mvery nmuch in favor of the whole docunent. |
think there's sone ways that are substantive ways,
they aren't just word smthing ways, that we could
tal k about what to do when the evidence is
| nadequate, and in particular I was worried about
nunber one, dropping the idea of how do we think
about a study that would take too |ong to do, how do
we think about all the | ong-term kinds of problens,
and that just gets dropped in here.

So I don't know when we'll ever have a
chance to do that, and | just wanted to -- this is
not in any way -- it's just that it's not word

smthing, it's not to say in any way that we

shoul dn't go ahead with this, but naybe we should
flag for our discussions at a |ater point sone
brai nstorm ng possibilities about the new section.

DR. SOX: Well, I nean we have several
options. You're proposing sonething that's going to
take sonme grunt work, either now or later. You could
make your proposal and we could vote it up or down,
or you could just let it ride.

DR. FRANCI S: (Qbviously under the tine, |
think it's really inportant to just let it ride, but
| wanted to flag for us that this is a section that
we haven't had a chance to chew over and think about
sone of the kinds of issues that it raises, which --
| nmean, | like it in general, but | think there's
nore we could say here that woul d be hel pful.

DR. SOX: Do you want to respond to that
poi nt ?

DR. GARBER Well, | was just wondering if
you were ready to entertain a notion yet.

DR. SOX: Well, there are a few other
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peopl e that had their hands up. | wanted to deal
with them M ke?

DR. MAVES: The only thing I would say is
| think we would all welcone a witten proposal with

speci fic ideas and proposed | anguage changes. |
woul d al so nake sure, and | think this was brought up
earlier, we would like to get Randel's outline. And
| would al so say to Randel, give us what you think is
your proposed tinme line. It may well be that when
that is down on paper it's not going to be sonething
that's going to cause a | ot of substantive argunent
and in fact, people may like it. | nean, that's one
of the things that we didn't necessarily get today
was what, if you don't |ike where we're at, where do
you want to be, and if she gives that to us, we my
well find that isn't a substantive change.

DR. BROOK: Can | try this one nore tine?
Are we at the state with this docunent where we can
vote it up or down and then add at the next neeting,
we m ght have an hour discussion of amendnents, which
m ght include a tine |ine, which mght include
| ooking at this section again, but | nean, it sounded
| i ke when we went around the room everybody was --
and why don't we devel op a process which we -- and
"' m not even sure we ought to do word smthing on
this docunent at the nonment, because | believe that
it will cause problens. |'mjust wondering whet her
we should vote this up or down right now, send it out
there, use it as guidance to the next panel that is

pl anned, we cone back in July, and the first piece of
our agenda is to discuss anendnents to the docunent.
Wiy don't we do that, and if there needs to be work
done between now and July, we ought to convene the
nmet hods subcommttee to do it in a formal way. Let's
get this approved, since we have this in front of us,
wi t hout word smthing, and don't change it, vote up
or down at this nonment, and then visit any anmendnents
in July with the process to convene as a standing
comm ttee what the nethods subcommittee has done to



t he docunent in the next nonths.

DR. SOX: Do you want to make that as a
noti on?

DR. BROOK: I'Il make it a notion. | nove
t hat we approve the docunent as such. | nove that
t he nmet hods conmmittee becones a standi ng subconmm ttee
or whatever the heck the process is here, of the
Executive Conmttee, and | nove that people would
| i ke to have this docunent anended submt those
concerns to the nmethods conmttee and that the
nmet hods comm ttee prepares that as an agenda item for
t he next neeting.

DR. SOX: So, no word smthing, according
to your proposal?

DR. BROOK: No word smthing.

DR. SOX: No word smthing except to take
i nto account the two nmj or changes that we di scussed.

DR, BROOK: The two word smthing that
we' ve done right now, | nean the two changes we have
done.

DR. SOX: So that's your notion, and that
requires a second for us to act on it.

DR. HOLOHAN:. Second.

DR. SOX: There's a second. Now we'll
have di scussion of that notion. Al an?

DR. GARBER  Actually |I've kind of becone
synpathetic to what Bob is proposing except for the
no word smthing bit. This docunent actually is
technically not even what we had produced because
it's gotten msfornmatted since it went, | think,
bet ween an | BM and Mac versions of Woird. There's all
kinds of little things that are small errors.

And | would like to propose to Bob aa
friendly amendnent, that this docunment, or -- it
can't be anended because it's been seconded? But
anyway, the anendnent is mnor word smthing that Hal
can determne hinself is truly mnor, that should not
change any substance of the docunent, and that we
vote yes or no on the docunent that, subject to those
truly mnor changes, | think would be conpletely



noncont roversi al .

DR. SOX: And anything that | determ ne,
any input that | got that seened noncontroversial,
|"mjust going to put it aside for the next neeting.

DR. BROOK: That's correct.

DR. SOX: Wuld that be acceptable to you,
Bob?

DR. BROOK: Yeah. You can clean up typos.
| nmean, ny anendnent should be, or the intended
anendnment is that anyone that has typos, formatting,
plural versus non-plural, anything that, you know,
you want to add a sense of what this clarifies,
anything like that, let's deal with it. But other
than that, it ought to be | abel ed as substantive and
handl ed at the next neeting.

DR. SOX: Ckay. And you have two weeks to
get your input to ne.

M5. RICHNER. One thing that you did the
| ast tinme, Hal, that was hel pful to ne was that you
essentially had it broken down by questions that were
posed, and did anyone have comments on that, and that
was very hel pful. You took the docunent apart and
said there's a question about this, what are your
comrents about it, and so perhaps if you coul d use
that simlar kind of format, that woul d be hel pful

for all of us to dissect this and provide our
coments to you. | don't know.

DR. BROOK: | believe that we are doing
word smthing and not substance. | would also |ike

to argue that fromnow on, the substantive changes
ought to be proposed to the nethods commttee and not
t he chairman proposing to the conmttee the
substantive changes. That whatever substantive
changes that the conmmttee wants ought to be proposed
to the chair of the subcommttee or the nethods
commttee. This docunent is clear, it's clean, we
ought to do that, and we ought to just nove in a way
and handle it in that way.

DR. MURRAY: M. Chairman, a point of
order. | think we need a second for Alan's friendly
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amendnent .

DR. SOX: Yes. Do we, or is it sufficient
just for the proposer to accept it?

DR. GARBER  The seconder has to accept it
too, | think.

DR. SOX: Oh. Does the seconder accept
it?

DR HOLOHAN:  Yes.

DR. SOX: Thank you. Any further
di scussi on about Bob's proposal as nodified by Al an?

If not, | think this is sonething everybody can vote
on. Al in favor, raise your hand. Any opposed?
G eat .

(The vote was unani nous in the
affirmative.)

DR. SOX: Well, in that case we have
acconpli shed the second of our three tasks, and I am
going to turn the neeting over to Sean to say a few
remarks to sort of get us thinking in a constructive

way about a process for dealing with the future of
MCAC.

DR. TUNIS: This hopefully we can keep to,
you know, five or so mnutes. Wat we just passed
around was a Section 522 of the Benefits | nprovenent
and Protection Act of 2000, which I was just going to
wal kK you through and give you a two-word sumary of
what's on each page so you know t he things that
relate to the coverage process.

So on the first page basically, this is
just a newthing here, it's an itemunder iii that
basi cal |y makes nation coverage deci sions now
appeal able to a departnent advisory board, which is a
body that exists within the Departnent of Health and
Human Services. Previously, national coverage
deci si ons had not been appeal able to anybody and now

t hey are appeal able to this departnental advisory
board, and we're sorting out how exactly that's going
to work.

On the second page under | ocal coverage



determ nations, this allows for appeals of | ocal
nmedi cal review policies or |ocal coverage deci sions,
whi ch can be appealed to adm nistrative | aw judges or
t hey can actually be appeal ed, the decisions of the
adm nistrative | aw judges can al so be appealed to the
departnmental advisory board. So they've introduced
sonme nore opportunities for beneficiaries to appeal
| ocal and national coverage decisions. There's also
some provisions about, you know, under what
ci rcunmst ances manufacturers can or can't participate
i n asking for appeals.

On the third page, this actually puts in
statute for the first tinme under Section 4 here, a
90-day clock. This is the first tinme this has
appeared in statute, a 90-day cl ock for coverage
decisions. At the end of 90 days, if you see the
small letter, there's four itens of what possible
actions can be taken at 90 days, either a national
coverage decision is issued, a national non-coverage
decision is issued, we could issue a decision that no
national policy will be issued, in other words, it

will be carrier discretion or contraction discretion
at the local level, and the fourth itemis basically
where we woul d not issue a decision but identify the
remai ni ng steps in the process and the deadline by
whi ch the decision will be nmade. So that's the, so
in other words, that's sonething that can be

determ ned at 90 days, but it has to cone with an
absol ute deadl i ne.

There's sone debate internally about
whet her deadline neans an actual date, or a deadline
means based on a series of events that needs to
occur, but it will probably end up being an actual
dat e.

And then the last thing of nost -- let's
see. On the next page, it actually starts at the
bott om of the previous page, about an annual report
on national coverage determnations, item?7, this is
what | nentioned before, that we will be required on
a yearly basis by Decenber 1st to give a detailed
conpilation of the actual tine periods that were



00166

©CoO~NOOT A~ WNPE

necessary to conplete and fully inplenment national
coverage determnations. So that's a report to
Congr ess.

In the next section under establishnment of
a process for coverage determ nations, in the fourth

line it says, the Secretary shall insure that the
public is afforded notice and opportunity to comment
prior to inplenentation. This is now a nandat ed
opportunity for public input. Wat is sonmewhat

uncl ear and we're sorting out is whether that neans
public input on a draft proposed national coverage
decision, or this is public input during the, once

t he question has been identified, an opportunity for
public input. As you can inmagine, fitting all these
things into 90 days is going to be an interesting
chall enge that we're trying to work out.

The next section, Section C, this allows
for full participation of nonvoting nenbers in the
del i beration of the advisory conmttee, including
access to all the materials. So in the point of
addi ng nenbers to the panels for content and
nmet hodol ogi cal expertise, this just assures that they
woul d have access to all the information that the
full voting panel nenbers woul d have.

And then the last -- the top of the next
page, there's actually the key paragraph. It starts
as nunber 2 on the previous page, and basically this
says now that the panels of experts, in other words,
our panels, may report any reconmendation with
respect to itens and services directly to the

Secretary without prior approval of the advisory
commttee or an executive conmttee thereof. This is
the one that allows the panels to directly nake
recomrendations to HCFA. Fornmally they are nade, the
formal | anguage is they are made to the Secretary.
So in other words, this gets rid of the notion of
executive commttee ratification as a necessary step
i n the process.

So, what | wanted to do was just nention



to you a couple of the thoughts that have been
generated internally and sonme di scussion with Hal and
a couple of the other EC nenbers about possible
continuing roles for, what the inplications of this
m ght be for the executive commttee and possible
roles going forward. |'mnot saying that they should
be, I'"'mjust throw ng them out as suggestions for you
all to think about until we neet again.

As we had di scussed earlier, this says
that the panels don't need to have their
recomrendations ratified, but it says nothing, it
does not disallow the Executive Commttee from
di scussi ng the recommendati ons nade by the panels.
And as we were tal king about earlier, of having a
detailed three to five-page summary fromthe panel s
expl ai ni ng what the panel recommendati on was just as

we currently do, there is nothing that says that the
Executive Commttee couldn't and shouldn't comment on
that and determ ne whether it's in conpliance with
the interimguidelines on nethodol ogy, et cetera,

et cetera. And you know, if the Executive Committee
wanted to even give a contrary view or suggest that
HCFA send the thing back to the panel with sone

advi ce, the Executive Conmmttee could do all those
things. And I think, you know, probably sone of that
woul d be useful .

Qobvi ously, the Executive Committee is
going to continue to work with these interim
gui deli nes for nethodol ogy as a continuing role, and
that will obviously continue to occupy sone tine.
Maybe one day they will be perfected, but it seens to
me that those becone increasingly inportant as the
panel s becone nore independent to create the
conceptual framework and the evidence standards that
the panels will be asked to apply and then obviously,
t he supervisory role of making sure that that happens
woul d be a useful role.

The Executive Committee would seemto have
an inportant role potentially in helping to frane the
guestions for assessnent, as was di scussed earlier,
so early involvenent in helping to nmake sure that the



guestions are being franmed properly and then all the,
again, as we discussed when tal king about Randel's
f ramewor k.

And then there are sone overarching issues
of coverage that cone up, and I'll give you one
that's quite current that we're struggling with
related to PET, which we are not going to tal k about
today, but it has to do with whether the PET coverage
policy should only be applied to the dedicated PET
scanners, fromwhich all the data was acquired, or
whet her that coverage policy should apply to
coi nci dence caneras, which are gamma caneras t hat
have been upgraded or outfitted to detect positrons
in a coincidence node, and | even hesitate to use
this kind of |anguage because it's so conplicated I
usually get it wong, but basically it's pretty clear
t hat the upgraded gamma canera systens for camera PET
perforns at sonme |evel |ower than dedicated PET in
terms of the quality of the inmages, the sensitivity,
the specificity. There's no data that was ever
submtted on the use of those caneras and we are now
in a fairly intense di scussion about how we're going
to make this Decenber 15th coverage decision apply
and how broadly.

And it seens to ne like a place, it would

be nice to be able to cone to a place like the
Executive Conmttee and have that sort of overarching
| ssue di scussed. Randel just let out a sigh so maybe
she doesn't agree. But they are conplicated issues,
and nmaybe that one's not a great exanple, but that
sort of issue does cone up. Did you want to say
sonet hi ng, Barbara?

DR. McNEIL: | think that's a great
exanple, to review and discuss it. There was
actually an article in JAVA yesterday, | think, that
was a synthesis --

DR TUNIS: Yeah. It was on PET for
pul nonary nodul es.

DR. McNEIL: Yeah, PET for pul nonary



nodul es. The data was pretty crunmy, but it
basically showed that there was no difference.

DR. TUNIS: Use of the gamma caneras
versus the dedi cat ed.

DR. McNEIL: Yeah, but they had only two
gamma canera studies and 20 dedicated units, so it
was really not a great conparison, but the data
suggested no difference.

DR TUNIS: And you will all be interested
to know that the editorial for that article was
witten bi Ethan Bal k and Joe Lowe, who were the

witers of the Tufts report, and that's an
interesting editorial.

DR. BROOK: Sean, | would just -- at sone
poi nt we need to di scuss what we nean by technol ogy
assessnment, and like | said, we have taken this
| imted approach of your asking these questions which
we have enough difficulty with obviously, but for
I nstance, when a better angi opl asty catheter cones up
that costs three tinmes as nuch, do we do anot her
assessnent of the ol der nodel and say that it's |less
-- since we don't do anything with costs, should you
be asking us to do a | ower assessnent to produce the
safety and health of the Medi care popul ation to say
that this is | ess good now than the other one, the
evidence is in, this produces a higher conplication
rate, it produces nore of whatever, and therefore, it
woul d not be approved now.

So shoul d we, as ol der technol ogy exists
that's being replaced -- as you know, there is 20
year tinme lags in sone of this stuff or |onger, and
what should we do with the ol der and cheaper stuff
that's not as good? So there's these kinds of
fundanental questions. It would be nice to really
have sonme understandi ng i nstead of us being on the
recei ving end of HCFA when they say this is what you

want us to do, as opposed to us being on the
proactive end to say this is how a technol ogy
assessnent process ought to be run.



And how about open public discussion?
We' ve never had that discussion with you all. |
don't know whether it can be done in a public
session, but that kind of discussion which would take
advantage of our diversity and deal | think with
Dai sy's points of what our mission is here, is nmuch
di fferent than the kind of discussions that we have
had.

DR. SOX: Al an.

DR. GARBER Well, on a different aspect
of what you were nentioning, Sean, it's the
ratification role that the Executive Conmmttee has
had and will no |onger have. | personally never
t hought that the added val ue of the Executive
Comm ttee cane so nmuch fromratification as for
provi di ng feedback and hel ping to pronote consi stency
anong the different panels, and | think that everyone
benefits fromthat kind of review

As a panel chair, | appreciate getting the
review by the Executive Commttee and as | understand
this, we give up the ratification role, but there is
no prohibition on review ng the panel's work and

provi di ng feedback. And | think that insofar as
there's going to be sone overarching comobn
approaches to carrying out all the duties, the role
of the Executive Conmttee is going to remain
extrenely inportant.

So, | would just like to suggest that I
hope we continue to review the panel reports, the
reasoni ng that the panels use to reach their
concl usi ons, and provide feedback to the panels about
how we think the process is operating. And industry
may think that that's a bad thing; | would suggest
it's actually to their advantage, because that's how
we' || get consistency and uniformty across the
del i berations of the panels, and everybody benefits
if this is nore predictable.

DR. FRANCIS: | think it mght be useful
to say that's a shared sentinent, at |east from here.
| don't know if others share it too, but we probably
should indicate it if we do.
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Ms. RICHNER: One of the things that I
t hi nk maybe you can clarify, Sean, was that in BlPA,
one of the suggestions was that you essentially wite
sonmehow a report, a nenorandum whatever, of what the
coverage process is, and essentially what the process
s, what it's supposed to be, what decisions are

referred to MCAC and why, and what is the intent. |
nmean, those kind of things, if you could clarify that
fromyour perspective, from HCFA s perspective, that
m ght help a lot of this discussion along. And
that's been one of our points, | think, that we have
been floundering with for quite a while.

DR. TUNIS: No, actually I amnot sure if
that is in BIPA or if it's not, but in any case it is
underway, we are planning to do a -- you know, we
have a Federal Register notice that describes our
process, you know, not every aspect of it, and we're
certainly keeping now a tally of the sorts of things
| i ke what are the criteria for which sonething is
referred to MCAC, which | think, you know, need to be
spell ed out, not that we have necessarily a great
answer for that.

M5. RICHNER: And out of the thousands of
deci sions that are nade every year, nost of themare
done on a local level. There's very few that conme to
t he national |evel.

DR. TUNIS: Right, and those sorts of
| ssues, it seens to ne thensel ves woul d be useful
| ssues to get sone feedback fromthe Executive
Comm ttee, you know, what should the explicit
criteria for referral of an issue to MCAC be. How

should we be prioritizing, you know, given that we
generate a certain nunber of internal assessnents,
you know, getting sone feedback about the priority of
a particular thing we mght take on, | think would
al so be the kind of feedback we need.

M5. RICHNER: It would be very interesting
to conpare decisions that you ve made at HCFA
internally and what types of decisions are being



asked of our commttee. | nean, if you posted all of
your recent decisions, | think that would be very

val uable for the commttee to | ook at, what deci sions
you made and how you' ve gone about your process for

t hose deci si ons.

DR. TUNIS: The last thing | was going to
mention, it was going to be an item of sone nore
detail ed discussion if we could have done it, but I
do think we're running out of tinme, but this sort of
relates to hel ping frame the questions, but | think
of it as sonetinmes there's questions about how to
even scope an assessnent topic and so as an exanple
of this, we have agreed that we are going to be
| ooki ng at the use of positron em ssion tonography
for Al zheiner's disease. W are considering a nunber
of approaches to that internally, one of which would
be to ook at the issue of neural imaging broadly in

suspect ed denentia, so |looking at CI, MRl and PET,
not PET in isolation but in the context of
al ternative neuroi magi ng strategi es.

Simlarly, a critical part of the
Al zhei mer's question seens to be the existence now
and in the future of potentially effective therapy
and how effective is that therapy, and how effective
Is that therapy when it's started prior to even the
mani festation of synptons. But those sorts of
scopi ng questions seemto ne would be fair ganme for
getting EC input, as opposed to making all of those
determ nations internally within the coverage group
and then, you know, presenting you all a TEC
assessnment on PET for Al zheiner's disease. That's
it.

DR. SOX: Well, | think trying to get the
Executive Conmttee nore involved in fornulating an
agenda for MCAC, that m ght not only address specific
t echnol ogi es but how you group themcould be really
val uable and it would be wonderful if part of our
function would be basically to set the scope of work
for the next year, and getting input froma varied
group like this could be very useful and make things
seem nore predictable to everybody, you, us, as well



as industry

Vell, | think unless there are further
comrents, we'll adjourn and give everybody best
wi shes for getting hone. | need a notion.

DR. FRANCIS: | nove to adjourn.

DR. GARBER  Second.

DR. SOX: Anybody object to disbandi ng at
this point?

(The Executive Committee neeting adjourned
at 12:05 p.m)



